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A&DWlXZRING,INC. 510(k) No: K993888 
-bREmm . 

. 

ATIN:JERFa wlws EWBE NO : 4W-263-5333 
1555 MC CANDLESS DR. 
MILPITAS, CA 95035 

I-k&m SYBl INC. 
v24-21-08, v24-21-44 

i.ilm:- 1I33MpsoN 
2491 m AVE. 
WEEZ-!J .sxmmmO, Gi 95691 

510(k) NJ: K991541 

PHSNE ND : 91&375-7400 

A.P. lcrnat CARE, =. 
?frIN:LUIsPLEm 
70 H?WLEY A'& 
m FE% 6216 
-,m 

510(k) No: K991246 
lT-KNE m : 203-335-9277 

ABBZYIT-, INC. 510(k) IW: K994039 
m tsixsm~ 1.v. INmSIcN PUMP-6 TmRAPY m-m, AB 
m:JERRY JEfamGs PHslfE Ia : 847-935-4977 
D-389, BLDG. Pm0 
2oozQ!mrrPARKm 
jlEEmT. PARK, IL 60064-3537 

AcxxlMETRIcs INC. 510(k) pJ;3: K992531 
Es,IJIma?AsYsTEM~!rRAPLEvELmoc,uL~sY~ 
ATTN:-E=SON FT3XE-ti : 619-404-8235 
3985 B SUWENIO VAXEX BLVD. 
SANDIEIGO,CA92121 

ACISTMmIc!ALSYS!ms 
mINzC%RLeM~ 
7450 FLYIm cIxaJc6 DR. . _. 
SUITE 150 
IDEN PRAIRIE, m3 55344 

zxm-, INC. 
WIN: IKBA CR. YURK 
11175 FLJMWIE AVE., #F L G 
SANDIEXQCA92l21 

mm-, INC. 
ATZN: KRA C.R. YCXJK 
11175 FLIWXnE AVE., #F & G 
SAN DIEZO, CA 92121 

SEDEXXSIoNM?hDE: 2O-DEGl999 
510(k) StWARY AVAIIABm FTXU F13A 

510(k) ND: K993774 DEVICE:ACISTAEx=I 
H-Km Nl : 6X2-955-9319 

CGR?mIcIwEmIcNSY~mELCLl~ 
SE DECISICN MADE: 07-D-1999 

510(k) SUWARY AVAIIABIE FlwEI FDA 

510(k) I0 K993203 
PHCNEND: 85%535-2030 

DEVICE:AU.NCNESI'EPlTUXWNX 
SE DECISICN M&DE: Ol-DEX!-1999 

TESTsIRIP(URINE) 

510(k) SUWARY AVAILJWE ?Xfd FDA 

510(k). E1D: K.993317 
F'HBEIUD: 858-535-2030 

DEVICX:ACXNIXscNEsI'EP m!l!ESTDEVI~(=) 
SE DECISICN MADE: Ol-DEC-1999 
510(k) SU+iNW AVAlZmtE FlxNm 

DEVICE:A&DMEDIChLLI~ US-779X & UA-779T DIGI!l!AL BLaoD E%= 

SE DECISICN WE: 20-DEC-1999 
510(k) tTWmmcr 

DEVICE:AddEDvAsafLAR~, MTZLSV~~-10-08,~24-lO-16,~24-10-32 

SEDECISIoNW+DE: 2WXX!-1999 
510(k) StWmRY An FFUX FDA 

510(k) .$IXm@m 

DEVICE:ABBMTGEWmR I.V. INFUSICN PUMP-7 'MERAPY alNFIGURATIcN, ABB 

SE DECISICN MADE: 22-DEC-1999 

510(k) sIz1TEMENT 
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AaJscN CORP. 510(k) ND: K992631 
A?i'INtHY&RlMH3LS'JEIN PXNE NO : 202-637-5813 
555 13TH ST., N.W. 
B, cc2cco4-1109 

- SUGIc% - (Asc) 510(k) ND: K993544 
Arrm: MARYb%Ilswm CuLtIMINE FTXNE NO : 508-643-2237 
49 F!LAIN l5zrREm 
lKRlX -), MR 02760 

-mm 
ATINzcTGXlL APATIERXN 

S.A.S5lO(k) m K991401 
F33CNFdNO: 949-462-09OQ 

21911 ERIE LANE 
IAKE FfXSST, CA 92630 

pL;APIASl!ICIND.~.L'JDA. 
A!FIN:SiJS?@iD -IN-FALK 
55tsxumRNBLvD 
SUITE 200 
GREJST NwK, NY 11021 

AfZNBIt%EDICXLTD. 
FLpIN:RussEL RI- 
7 & 11 DlmmxJ ST., 
i%I2uxARIDGE 
BR.I=, 

&Iixamn TEKsuxaIEs, INC. 
zum:lmJE c(sBcwN 
3ooo MlIRmmN RD. 
~rmsm?, MA 01810-1099 

510(k) ND: K993907 
WINE NJ : 978-659-3176 

-,Lu: 
mwxmELGAINey 

510(k) ND: K993887 
lTENEiN0: 334-886-9337 

595 Easr L?imENm HARRIS HWY 
tsLcox3,AL36375 

?4LiLEG~BEAL~ocs(p. 
A!rm:- laBINs 
15oOWAuKEmNRD. 
t&x?wPARK,rL60085 

ALTHINMEDICAL,Im. 
9-015 
ImN:AMAuRY SANCHEZ 
14620 N.W. 601.R AVE. 
MIMI LAKES, FL 33014-9308 

510(k) m xc392995 
pH%NE NO : 203-431-151 

510(k) r0 IQ393276 
H-DE No : 617 337 06300 

510(k) Ix): K993833 
FKNE NO : 847-785-3311 

510(k) Xh K990643 

FTXW NO : 305-823-5240 

DEVICE:AUJNAVDIXX6TICULTRXXUND~ 
SE DEcISI(TJ WE: 15-DEC1999 
510(k) StR@mY AVAIUBLE =FDA 

DEVICE:SF'ACE~~ 
SE DEZISION MADE: 22-D&1999 
510(k) StJHQtY AVAILABLE: FKMFDA 

DEVI~:XR~~~O,RIR~OOO,IM~LANT-~RD 
SE DECISION MADE: 15-D3x-1999 
510(k) ~!XBMRY A- F'KM FDA 

DMcE:ApsraTfCANDFL?%txmT~D~ 
SED=ISIoNMADE: 09-DE&1999 

510(k) SUM@mf AVAIUBLE FIKMFDA 

DEVICJ%SIMPLIFYl%DIMm,MXXTLMxrw 
SEDECISIONMADE: 14-DE&1999 

510(k) tnAT&mm 

DEVICE:VlXDIA ~avazmER 
sEDM3ISICNM?iDE: 06--DEC-1999 

zxxxmREmM3154AoPrC22 

510(k) SU&fARY AVAIL~LE FRx?nA 

D?ZVICE:ATATXH~~ 
SEDECISICNMADE: 20-D-1999 
510(k) .smmmm 

DEVICE: AIRLIFEHEATED -AND--Ts 
SEDE~ISI~NMADE:~O-DEQ-~~~~ 
510(k) tXJmARY Am FKMIDA 

DEVICE:PS~~RJLYS~L!~E~FIBER MEMBRANEHE?X~IALYZER,~EL,~~ 

SE DEcISIc%J MADE: 07-DM;1999 
510(k) S@+fARY AVA~ULE FPDMEDA 
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AmRIQiNBIOMEDI~CXXW. 510(k) No: IQ93796 
IJuANA,oPI7mSr~AND~ 
ATm:I3EmY La2LT.s PENEND: 800-227-1243 
300 - AVE. 
HLIDSXI, NY 12534 

APPLXEDMEDICTiL~ 
A!rm:ANxLl BHALANI. 
26051MEXUTCXRCL& #lo4 
LXUNA HILLS, CA 92653 

APPLIEDMEmaiT.JFcxuRms 
IiTIN:m Bi3AlmI 
26051MEZIUTCIIXLE, #l@t 
Ily;uNA EfIIL.5, C'i 92653 

--. 
SPINE MNDS, -, 

km: BRUCE pFKm-m 
595 KRIHPAsI\JRIAAvE. 
suwyvmE,ca94086 

AVL SC!mflc CORP. 
A!tlN:FviNDY BYRD 
235 HEWFJEE PARK DR. 
FUB?JCL,GA~OO~~ 

AXIS 
m~GI.XX'MDI 
w mx 262069 
SAN DIEIX), CA 92196 

BwERaBP. 
~:WILLIMJPIGNATO 
63IKIFUHSI'. 
~E'IEm, &!A 02052 

510(k) ND: K993135 
mm m : 949-582-6120 

510(k) ND: K993650 
PHBE IXI : 949-582-6243 

510(k) m: K993283 
FTDIEND: 49 89 38091289 

510(k) ND: mm398 
FXNE N-3 : 90%707-8872 

510(k) No: K992581 
@IDS 

EBXE No : 408-736-0224 

510(k) m: K993837 
HMNEN-3: 770-576-5cm 

510(k) R10: K992502 
F'EENEi No : 619-586-0751 

510(k) M: K993309 
FT-KNEID: 508-359-3825 

SE DEXXSICN MADE: 21-D=1999 
510(k) +SWMAW AVAILMLE FWX FDA 

DEVICE:IMpuwIlABLECLIPFOFtGENERALSUFUXRY 
SE DECISION MADE: 01-DEC-1999 
510(k) SUbMARY AXVIABLE FXM FDA 

DEVICE:UW~EPALA(~!ESS~HE~~IH~GT-~~EL~ 
SEDECISICNMADE: 28-DEc-1999 
510(k) .SUWARY AUAIKAEm mxi FDA 

DEVICQoscARNEX/CD,Mx3ELMl..82 600 .0/A/B/C 
SE DECISION MADE: 29-DEZL1999 
510(k) SUWm AVAILMLE = EDA 

DEVICE:pLATEzFIFx%IKs 
SEDEZISICNMADE: Ol-Dm-1999 

510(k) SWdARY A- F'md EDA 

SE DEtCISICN MADE: 09-DEC-1999 
510(k) t?UMf?m A= !?RZM ~13~ 

DEWICE:A??LOETICXtI'rTCAI,~~y~ 
~33 DECISION MADE: X-DEC-1999 
510(k) Sm@fFm AVAILAEU i?FuM FDA 

DEVICE:AXIS%CMITURBID~XEIFX!~ 
SE DECISICN MADE: 21-DEc1999 
510(k) SWNARY AVAIUBLE F?XN FDA 

DEVICE:BAYERDlWHXTI CsACS:1aoANDmvIAaiwmuR THXWINIASSAY 
SE DEXZISICN MADE: 06-DEiC-1999 
510(k) SUMWRY AVAILABm m FDA 



-- - 

~ADD~LISTINGFORCDRH SUBSTANTIALLY JilQJm (SW 510(K) 
FOR FINAL DECISICNS RENDERED DURING THE PERICD Ol-DEC1999 

- CR 510(K) - 
'IXFCUW 31-DEC-1999 

06-dAN-2ooo 
Page 4 

BAYERcrFP. 510(k) No: K993353 
mc SYrn) 
ATlWGABRIELJMUfXZJR PI-KNE ND : 914-631-aCOO 
511 BENEXXCTAVE. 
l?rmwmm, NY 10591-5097 

BAYERaxP. 
E VB12 
ATIN:'E-kXASFFLYNN 
63 tKRfl3 ST. 
MEDFIEUI, MA 02052 

510(k) w: K993571 

mm NO : 50a-359-3877 

7I.fxmmcIR. 
sP=, MD 21152-0999 

BEsGxwEMEDI~SDN.Fm. 
LABELI OF 50 tK3DXGMORLESS) 
m:LEEAIK LIM 
LL31' 6, JALAN P/2A 
BA.NXCINHSDW&ESINE 
-,sELANG(JR-,-, 

BICHCGICSYSIEXSCIXP. 
RPXX 
ATINzNOHMANEERUNNER 
CN BIO-LCGIC PLAZA 
MuNDmm, IL6co60-3700 

BIO-FV+DIAB3RATQRIES, INC. 
ATlX:PATRICIAMKLIMLEY 
4003 AlLFRED NOBEL DR. 
i-lmamE, a 94547 

BIG-m, INC. 
m:m WI'IHAM 
4113 rxxm Fcm! wAcmxxN RD. 
&m.WUKEE, WI 53212 

n3z-w ~33 : 410-3x-4287 

510(k) m K9935CC 

P?XNE ND : 603 825 6361/2 

510(k) No: K994149 

l?i-KNEW: 800-323-8326 

510(k) N& K993107 
PHCNEND: 510-741-6263 

510(k) m: K991756 
PI-KNE No : 219-267-6639 

DEVICE:TFUXNINIASSNFOR?FIE~INUNO~SYS~W(~~~D~ 

SE DECISION MADE: 06-DE%1999 
510(k) SWW?Y AVAIUBLE m EDA 

DEVIC'E:BiZERDI&WxTI CSACS:laOVBl2, BAYERD lxIfcm?ICsADvIA~ 

SEDEcISICNb?ADE: 16-DEC-1999 
510(k) - AVAIUBLE FF8x-f FDA 

DEVI~:ADDITI~~~SFDR?HEBAYER~~IMSSY~(INVI~ 

eS!DECISIWMADE: X-D=1999 
5X2(k) iSQW?Ri AVAILABLF: FRXFDA 

DEVIa: cEFUAXm/CLAwc, 30/10x& BBL SENSI-DISC AND ~FIAzID~ 

SE DECISICN MADE: Ol-DEXZ-1999 
510(k) SO-W+RY AVAILABLE FK8-t FDA 

DEVICE:FWDEREREEm EI%PmmncN-(pc&yMER -1 t-m 

SE DECISICN MADE: 02-DEC-1999 

510(k) SUQmm.r 

DEVICE:BIW?ADHXsXmIEINEBYHPL13 
SE DECISICN MADE: 21-DEC-1999 
510(k) SUMMAW AWULABTX FRZM FDA 

DEVIC!E:3cHANNELKNEE ELEmRmIcAMpLIm~PB 
SE DECISICNM&DE: 10-DEC-1999 
510(k) SUHf?W A= FRm FDA 
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BICGRAFIK (W%AYSIA) SDNBBD 510(k) No: K993529 DEVICE:~ERFREE~ 
EINCIXIENTLABEL~~(50MI~CRLdi'SS) 

ExAMlmTIcNGLmES,poLYMERaxTEDwITRPRYI 

ATlNzSBUWRBINHASMN EFmFim 
PT 3307 JAIM AM 1 

: 067 993 645364644SE DEXISICN MADE: 29-DM=-1999 

AFvsMumSIANINDU~PARK 
NILAI, NEXXRI SEMam, 

510(k) SU@QI+Y AVAILABLE FRZN FDA 

BI@GGNETICTXHNXGIES,INC. 
A!im:El-r2mEc- 
9727 PACIFIC HEIWIS BLUD. 
SAN DIEGQ, CA 92121-3719 

BICMEDDIX%XMCS,INC. 
A!t'IW~DBALL 
1430 IcoIL CIRCLE, SUITE 101 
SAN JOSE, Ca 95112 

BICMEI',INC. 
ATIN:TRACYJBICZEL 
AIFGXXWINDUSTlUALtPARK 
P-0. B3X 587 
wmsiw, IN 46581-0587 

BICMET,INC. 
A!rm:Lc.NNIE wInHAM 
AIlRmRrINDusrFuALpARK 
P-0. F?x 587 
-, IN46580 

BICMET,INC. 
ATTN: ERED tK.amE 
AIRFGUZ~PARK 
P-0. Em 587 
FIARSAW, IN 46581-0587 

BICNIXE~,INC. 
ATrN:~wIAIRD 
1420 I13s ANGELESAVE 
SUITE 201 
sIMIvALLEY,ca93065 

BICNXIMPIAMX, LTD. 
238030, 239020, 239025, 239030 

m:TuIJA ANNATA 
P.O. Bx 3 
-6-aL 
-, 

510(k) No: K293708 
R-KZNENO: 85E!-463-6300 

510(k) No: K993033 
PKNENO :408-451-o4oo 

510(k) No: K992355 
PHONE No : 219-267-6639 

510(k) No: K993956 
pH3NE ND : 219-267-6639 

510(k) Xx I(994038 
f No : 219-372-1568 

510(k) No: K993945 
FT-KBENO: 805-522-6223 

510(k) m: K993073 

PKNE ND : 358 331 65600 

DEVICX: B1CMXNE.r ICTEcHNoLM;IEsMpI;NEs36OOWHOLEHEADMM; 
SE DEXXSICN MADE: 03-DM=-1999 
510(k) tZW%IMY AVAILhBm FHX FDA 

DEVICE:lXIPXGC 
SE DECISIcx\I MADE: 16-DEG1999 
510(k) SW&WY AVAZABLE FEMMFDA 

DEVICX:IA~ TRwMAPrATmsYsTEM 
SE DECISICN MADE: 20-DIX-1999 

510(k) SQWRY AWILABLE FEicpl FDA 

DEVICE:TUANIDMPED~C~NAIL 
SEDECISIONMWE: 20-DEC-1999 

510(k) SU%Aw AVAIL?mE FFXN FIX+ 

DEVICX:MXNLARREACXHIP 
SE DECISION MADE: 22-DEC-1999 

510(k) SUbWiRY AVAIIABW FRX FDA 

DE~IC.E:BICNIKE~PMZNCYCUDINE(FCP)TE~T 
SE DECISION MADE: 07-DM3c1999 

510(k) .‘WMRY AVAILABL FRM FDA 

DEKmx: SMAKI! tXIU.W ACL lams 237020, 237025, 237030, 238020, 238025, 

SE DECISION MADE: 06-DE&1999 

510(k) SUMMARY AVAILXLE FXN FDA 
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caw, GUARD SCIENTIFIC SURVIMG, LT5lO(k) tQ: K.993799 
A!J?m:LtErxID TRA- FHXENO: 972 a94 a4600 
2PEEtExISsr.,xxEmEPARK 
-, 

C%RD GUARD SCIENI'IFIC SURVIV%, LT5lO(k) No: K994OO9 
ATIN:LElzmD m F'ISNE I93 : 972 894 84600 

-INC. 
mIN:RIm KEEN 
1151 I-Km ti?mEEr 
tsmmlcm,Cro6907 

cI2nmIm INIKmTIm, Ire. 
ATm:mxRLBIcsINs 
3598 msr 1820 sxm 
SAtTMKECI'IY, ~841O4-4859 

510(k) No: K993634 
F'I-KNE N3 : 31O-33&6767 

510(k) No: K993771 
PENE NO : 310-338-6767 

510(k) No: K992232 
liFCNEN0: 800-619-6344 

510(k) ND: K99OO58 
ET-CNE M : 203-329-2700 

DEVICZ:Q=%SMM'PIIGSYSI'&~EL2ooO 
SE DECISION MADE: 15-D-1999 
510(k) SUbMARY AVAILAEm F%M FDA 

510(k) m: K99386O 
FTmNE No : 801-954-8444 

DEVICE:~~ONS~m 
SE DECISICN MADE: 03-DEC-1999 
510(k) SUMARY AVAILABLE F'Rx EDA 

CLJNIC7GD= IC SUURICHS, INC5lO(k) N3: K993375 
A!lm:c33LINALD~ FWbENO: 954-791-1773 
1660 N.W. 65TH AVE., SUITE 2 
prArmmIa, EL 33313 

cmECARDIcNFscuLAR,INC. 510(k) No: I@93001 
IR, FILm & lvzNFTLTERED 
ATrN:LYNN r.EmwD PFENFiND: 303-467-6586 
144OlWFST 65THVRf 
ARVADA, 038ooQ4 

DEiVICE:CG-7~DXECGRE#P.D~TfVqqSm'ITQ? 
SE: DECISION MADE: lo-DEC-1999 
510(k) !3UMQRY AVATUBLE FE6cE? FDA 

DEVICE: CG-210oMx3TRANSMIlTER 
SE DECISIGN MADE: 21-DEr-1999 
510(k) SUMhRY AVAZABLE FFUx FDA 

DEVICE:CAFU?SIDEZUALYzER 
SE DEYZISICN MADE: 02-D&1999 
510(k) SUMMAW AVAIUBLE FF0.f FDA 

DEVICE:CMESIDEDlRECI'BILImBIN 
SE DECISION MADE: 27-DEC-1999 
510(k) SUMdARY AVAIM%E FIiaM FDA 

DEVICE:FIRSl'~SEl-STEP- 
SE DECISICN MADE: 21-D-1999 

510(k) SUMAF?Y AVAIIABLE FRZM FDA 

DEVICE:CDSLTx acxwmLLATMPARTICLESuspENsIoNANDpRIMER 
SE DECISICN WE: 2O-DEC-1999 
510(k) SUMAFU AVAILABU m FDA 

DEVICEZa=BESMARXTHvR4ooo SURFACE~IFIED~VENZJSRESERM: 

SE DEZCISION MADE: o3-DEC-1999 
510(k) SUbHARY AVAILABLE: F'Rx FDA 
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ClXENTDmICSL?13. 
ATINzDANIELUMIU'JIGHl' 
PEsJmANDsSCIENCEiPARK 
BusHLmN 
ED-, 

mm~m INC. 
AlTIN: H.J. UXEZSIEIN 
750 - DR. 
MAWAH, NJ 07430-2009 

azExEtw~N INC. 
ZY.l'IN: H.J. VOXLSIEIN 
750 OXKBATE DR. 
MAHWAH, NJ 07430-2009 

cT3LTENEI IK!. 
ATIN: H.J. VXELSTEIN 
750 cDBWATE DR. 
I.wH@AH, NJ 07430-2009 

am, INC. 
A!rm:LIsA WEBB 
925 S. CURRY PIKE 
BIDxmmm, IN47401 

amISaxP. 
ATm:ExEN?i ma 
14201 N.W. 6OIH AVE. 
MIpMI mKEs,n33014 

DADEBEHRING,INC. 
ATIN:- RIESGO 
ia51 DELAWIRE PKWY. 
bfm.fI, FL 33125 

DADEMI~, INC. 
ATIN:SHARXXNJLEfVIXZ 
1584EmERPFuSEBLvD. 
WEST ,%cmSND, Ca 95691 

DADEMICXSCAN,INc. 
m:- WALL 
15a4ENImPRISE BLVD. 
WEEI? m, Ca 95691 

510(k) rw: K993304 
ESSENO: 44 131 4457111 

510(k) No: K993255 
FKNENO: 201-5l.2-aoO 

510(k) No: K993710 
PHONENO: 201-512-aOOO 

510(k) No: m93835 
l?i-KNE No : 201-512-8000 

510(k) No: K992121 
PHCWNO: 812-339-2235 

510(k) ND: I@9406B 
EtKtE bk3 : 305-824-2332 

510(k) m: It993299 
FFDE No : 305-636-7727 

510(k) No: K983746 
mm3 m : 916-374-3183 

510(k) No: K993102 
FI-KXENO: 916-374-3332 

DEVICE:= IIRHEUMAmID~IcGELIsA 
SE DECISICN MADE: 06-DEG1999 

510(k) .smTmme 

DEVICE:BIQXXQICUG7OSIERILIZABLE~~ 
SEDECISIONMADE: 06-DEC-1999 
510(k) SA!mmtc 

DEVICE:~IFI~CNOFPARAPrXTcEMwT 
SEDEXXSICNMADE: 21-DEG1999 
510(k) +SVQmmc 

DEXICE:PARAposT SYmm1mmzER 
SE DJXISION MADE: 16-DEC-1999 
510(k) STATEmw 

DEVICX:pIBc&IZATICXvOXLSY~ 
SEDECISICN~E: 20-D-1999 
510(k) SUb%¶&Z AVAIUBLE F?Gl FDA 

DEVICE: S.M.A.R.T. NITINxsSTENl?TRANs%PATICBILIAlQ'SYSl'E?d 
SE DEmSICN MADE: 23-ml999 
510(k) SUb%!mY AVAImBLE FRfXFDA 

DEVICE:SYSMEXAURX?mD oxwLATI~~zER,mELCA-1500 
SE DECISICN MADE: 07-DE&1999 
510(k) zSUMu?Y A- FWSM FDA 

DEVICE:MICFtXTRw pLuSPANE% 
SEDECISIONMADE: 09-DE1999 
510(k) fiUM?W A- F'FCM FDA 

DEvICE:D~GRA&EcSITIVEMIC/cDMB>PANELs 
SE DECISION MADE: 02-DEC-1999 
510(k) w AVAIIABU FXm FDA 
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DANMMEDICAL,INC. 
ATIN:mmwm 
18C0PYRAMIDFTJ. 
r.m@Hrs, TN 38132 

ATIN:SUSMEM?!NDY 
58OWINlEPSA~ 
iw?MJS, NJ 07652 

DATEX-INC. 
ATIN: JOEL m _ ..^ 
3 HJ- DR. 
$TjJvwa, MA cm76 

'p@JQ -ERGDAvIs, LTD. 
p4TBq' - E - 
a .> -AVE . 
m, NY 14150-5260 .' 

!i?mJx- 
ATIN: FRANK MA?!s 
325 PAWMXNT DR. 

510(k) Wz I@93855 
PHONE m : 901-396-3133 

510(k) M3: K993531 
FXNE No : 201-967-2229 

510(k) No: I(993296 
FHzmm:978-64&0460 

510(k) ER3: K.993717 
HI3NE No : 716-693-6591 

510(k) m: K993030 
!FFKFiENo: -28-3390 

Rp;yMpIM, MA 02767 

DEWYACXY@Y 
A!rJx: FRANK MASS 
325 PARMXW DR. 
pJm@mu, MA 02767 

510(k) I0 
PH3lEm: !zziz-3390 

DlTGNXXICm03RP, 510(k) E10: 
A!IlW:ElXWDMLEVINE FKNEpJ3: 
57OOwEsr961HST. 
LmAIvxKES,ca90045 

K993952 
310645-8200 

DIASCWININC. 
X!X.WJUDMHJSMITH 
9175 GuIm mm 
cxxmBIA, MD 21046 

510(k) m: K992552 
FJl-mEp33: 301-497-oco5 

DIASCRIN/=mW Cf%PMI5lO(k) ND: K994110 
ATl.N:JUDI'IHJSHIM pH=NENo: 301-497-cnO5 
9175 czLxuKm RD., 

~IiA?D?%t6 I 

SuIm100 

DEVICX:ATLANTISAm'ERI~CERVICALmATESY~ 
SE DECISION MADE: 15-D-1999 
510(k) ftU&mRY AVAILmU m ?nA 

DEvICE:PAsSKxr2vM!ALsI~s~, zcixLO998-oo-o17O-xx 
SE DECISICN MADE: 28-DE&1999 
510(k) .!ZNmmm 

DEVICX: TFtIP!IWNXRYY, 14F 
SE DEXZISICW MADE: 15-DE%1999 
510(k) rBxmmcn 

DEVICZ:ENIGM?iHI-E?MEDENIUREEWE~ 
SE DECISICN MADE: 22-D-1999 
510(k) i?mcmmm 

D?ZVIcE:~IFIC4TICN'I0IscBASPINALSYS'IVN 
SE DEZISICN MADE: 29-DEC-1999 
510(k) SUMWRY AVAILMLE FE7aM FDA 

DEVICZ:E%RRBRHALoSY~TITANImSKULLPIN 
SEDEtZISICNMADE:B-DEC-1999 
510(k) tXIWNu! AVAILMU Fmd mA 

DEVICE:I~MJL~~~~O~ENIGG,~EL~,L~KCV~ 
SEDECISICNMADE: l&DEXZ-1999 
510(k) SUmPBY AVAIUBW FRIXFDA 

DEVI~:copAcIS !lvEmm%IwTIc;ENmmmYASSAY 
SEDFCISICNMADE: 16-DEC-1999 
510(k) z%tMW?Y Ar/AILXW FIi(m FDA 

DENICE: LIFGWXEIN (A) SPQ III ANTIBODY REXENI' SET 
SE DEtZISIM MADE: 21-D&1999 

510(k) SUMMARY AVAIUBLE FEMM FDA 
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DIGITEC MEDICAL SERVICE CIXFWATIO510(k) ND: 
ATlN:JAME!SJMXINITY FXNENO: 
465 MALZ'BIE fSTFEET 
SUITE 407 
s,GA30045 

DIS?XlXNICMEDICALSYSlBiS 
A!rl!N:r.m3 LEzanER 
769OCMEWNCXRCLEi 
Fcxr MYERS, FL 33912 

DR. FRANZ IQ-ILER WEMIE GMBH 
A!tTN: T. wi3IT jYCSE!f 
l23CCl~PAFBWW 
SUXTE 625 
RXiWIUE,MO20852 

DRlXDEXEXX'ICNDEVICZS,LTD. 
ATIN:l3uJa3 a-IRIsrIE 
682oMimxMmmm 
SUITE A-7 
AIsmmem,GA3m5 

DumLccRP. 
AlTN:ED Issal 
3234 ELIA LANE 
NEW RXl' FtDiEY, FL 34655 

EEn, L.P. 
A!rm:FTiTRIcIAm 
1OOru?lmJ?~pIwy. 
PAFwFmNY, NJ 07054-1079 

Em, L.P. 
A!rIN:JoN (=ApAfdDTIIA 
1OOINlm@~pKwy. 
PARSIPPANY, NJ 07054-1079 

510(k) n K994186 
PHONENO: 941-768-1118 

510(k) No: K994197 
PHCBlENO: 941-768-1118 

510(k) No: K991714 

ET-ICNENO: 203-879-9422 

510(k) No: K992209 
HXN3N3: 301-770-9590 

510(k) m 1692949 
PKNEZNO: 770-886-6226 

K993681 
770-995-0050 

510(k) NB: K984564 
PKNE No : 813-376-4154 

510(k) No: K993822 
PKNE No : 973-299-9022 

510(k) Mh K993886 
PIENE NO : 973-299-9022 

DEVICE:DIGITEC'nmSITY;EaOMPRESSIONKIT 
SE DECISICN WE: 21-DEC-1999 

510(k) ScRiplARy AVAIIX&E FXM FDA 

DEiVICE:DISEZQiICD-TRCNIMULININEUSIONPUMP 
sEDEcISICNM&DE: 30-D-1999 
510(k) !%MARY AVAIUE!U FFWI FDA 

DFWICEi:DISEWFQVI CPENFINE INJECITCNPENNEEDLE 
SE DEXXSICN MADE: 29-D-1999 
510(k) ,S@MRY AVAIL?mE FF&X FDA 

DEVICE:D% aNENJXCNAL -C DIGITAL ~PE,rnELEcHoP2 

SE DECISION MADE: 10-DEC-1999 
510(k) f.x!mWm 

DEVICE: CUSICDIc& 
SEiDECISIONMpsE: lo-DEC-1999 

510(k) S@%~RY AVAIIAEm Fmd FDA 

DEVI~:SCWWERSM7WJUANATEsT,DlwGscREEN DIP MARIJUANA TEST 
SE DECISICN MADEi: 27-DECZ-1999 

510(k) SR-BBRY AvAILABLe Fficpl FDA 

DEVIC&:ElMYLcXLcXuDEDI~ 
SE DECISION t@DE: 02-DE&1999 
510(k) tiU%!m~ AVAILABLE F FDA 

DEVICE:EEZSPINELINKANrjmORcEflvICALSP~SY~ 
SE DECISION MADE: 10-DEiC-1999 
510(k) t!WbMRY AWULAE&E m FDA 

DEVICE: EBI XFIXVISICNFIXATI~SYSIE?.l 
SEDECISICNMME: M-DE%1999 
510(k) SQMARY AVAILABLE FFW EDA 
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ENJxrmDIALm1ms, 
A!lm:JAMEswBLJIaxx 
1350 ENERX LN., Smm 
ST. PAUL, t-N 55108 

Ep1cMEmcALEQJI&wEIw 

INC. 

110 

510(k) IQ: K992479 
PHCNE IW : 651-523-6928 

DEV~~~E:ENSITE~OOOSYSTEM 
SE DJXISI@I MADE: 02-D-1999 
510(k) SutrplARy AVAIL&WE FRx 

.%~VICES INSlO tmt 1~992092 
PHONE h0 : 972-801-9854 

DEVICE:t5'lZQ~DIsFosABLe 
-- SE DECISION MADE: 22-DEG1999 m:KRIm CmKEs 

18001cYlxST.,SuITE3uO 
ETANO, TX 75074 

510(k) StIM@RY AVAZ?BTX FXM 

EPIC MEDIC% IQUIFMENT SEEWICES IN5lO(k) m: K992211 
Ff!qg wQ& o?m= mm m : 972-801-9854 

DEVICE:SpD2WRAP~ 

'p3Qg j&p&-p pp;# s@m 300 
SE DECISION MADE: 22-D-1999 

‘f&&t-@: p: 75pj 
510(k) SJWAFtY AvAIIAEILe FFCN 

fs#?g L?w% .a@ 
,P@E -!@e?j= - 

510(k) m: K993566 DEVICRPRZWImm 

@iii pmlgj 
F'KXVE No : 011 498 152700139SE DECISIQN MADE: O6-DM7-1999 

!5!swGwr m-r 
510(k) S'UHQW AVAILABL FRX 

EIHIm m, INC. 510(k) m K993O54 
, m-cl, CS-2X, CS-231, CS-MC, cs-141 
IvrIN:RuIHANN wo[jD FHCNEIW: 513-483-3468 
4545 CREEKFa. 
cmcm, M 45242-2839 

- 0 j?cI'Xm ON ANM=lO(k) p33: K991439 
Am&L. Fc&LEx Pi-KNE ND : 441 612 755516 
cIzfm?DIMAD 
-t 

FEIIlARuBBERccwe. 510(k) No: K993820 
LlABBmGcLAIM5oMI~cwLEss 

ATIN:YUNUSLATIF HMNE No : 03 292 3033 

FI!IUJDIPPEDPRXWCIS wr.LID 
Arim:- l?EmIRA 
14-ACJXXINEXK.Rl?PRXJ%SING 
=,-,- 
-, 

FRIADmGMBH 
ATlNzcAmLP~ 
21911 ERIE LAN 
TAKE FCBEST, Ca 92630 

510(k) No: K99345O 
PHZt@ I'D : 910 484 424033 

510(k) IQ ~993095 
RENEbD:949-462-09W 

SF02 SENm 

FDA 

FDA 

FDA 

Dmcx:uL~IsIm~c --sHEARs,m~~5 

SE D=ISICN MADE: O9-DE&1999 
510(k) SUMMARY AVAILABLF: FRx FDA 

DEXICE: "pcg;LER CALIBIuwrs" 
SEDEfXiXcNMDE: 20-DEc-1999 
510(k) isnmm~~ 

DEVICE: WWDER FREE LATEX ExAmwsrIcNGLIJvEs,m~ WIm FTWTEIN 

SE DECL'SICN MADE: 02-DE%1999 

510(k) ~TWENEN 

DE~I~:LJQEXSWGICAL~XCNES,~~~ 
SE DECISICN WE: 29-DE%1999 

510(k) SUMGRY AVAILMU m FDA 

DEVICE:F'FUAUT-2 SELMTT- 
SEDEZCSIONMADE: 09-DEG1999 
510(k) SU@ARY AVAILXGE FRX FDA 
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GEiMELxc?iLSYsIlms,INc. 510(k) No: K993645 
A!L'JXLARRYAKlXXFX mm3 NO : 414-544-3894 
P.O. mx 414 
MILWAUKEE, WI 53201 

GFlIGEsMEmmL -IFS, INC. 510(k) No: K994075 
ATIN:JrmJ KYITJER pH3NE No : 949-240-7584 
24040 (I!MIIW DEL AVICN, A-195 
l.sXARX BEACX, Ca 92629 

$fgy$@Dpg&q~ 
510(k) ND: K993202 

A?w I+m ti. 
FWNE NO : 2013127075 

; D I@ 97657 _-" .- ._ ..I 

CZfXXQ(MjSD&BiQ, .,. . .- . 510(k) N: K993752 
~?gJ.Jw&J= CLAIM (50 MI- a? IESS) 
aTJmw=w Hocx PHCNE No : 603 391 13888 
errf760,cmANEIpx SIRAT, 
qy JALAN MEW 
KLAPG, sEIlu\Kx%I D.E., 

DEVICE:cT/E ---sY= 
SE DM;?SIoN M&DE: 21-D&1999 
510(k) SW-N&' AVAILXm FFCN FDA 

DEX'IC2Z:GEXG!JEt DItmXABLE~IW ELECTFWE, IQXL 435 
SE DEXXSICN M&DE: 27-DE&1999 
510(k) SfJWflW AVAILABm FXM FDA 

DEiVICZ: EIM-107 PF@X'~ 
SE DEYXXCN MADE: 17-DEC-1999 
510(k) cfnnmmm 

D?WICE:GWJC.o, POWDER-FREE -TED LATEX limMmAT1oNmwITH 

SE DECISICN MADE: 03-D&1999 

510(k) W 

s INDU- SDN. E-D. 510(k) No: K993127 DEVIUQMULTI~ 
ATIWBIJiXLCNG NIEN 

Nm!RIIEEzxmmATIoN~,(~~FflEE) 

ICQ P.T. 153, KAWAS?W 
EKNE Nl : 603 al6 7567/75@%E DECISION MADE: 02-DE&1999 

-BERAMuJG,m 
BERAWN, SEMNGCR, D.E., 

510(k) CWnmimc 

GmDI#%IELTD. 510(k) ND: K992456 
A!rlmRl-mDAPILL;RIM Pf-KNE 133 : 800 762 2620 
Lul!l6RIVEF8IDE~ PARK 
35-105 DELHI RXD 
l?XIH RYDE, 

GREATGLfXESDNBHD 
ATIN: K.M. LEE 
24, JALAN ?KlXKW? DUA 
KAPAR, SELANGCW D.E., 

510(k) m: K993386 
EWNENO: 603 3500646 

GREmFmmMEDIcAL T, 1510(k) No: K990079 
ATI'NzDC~\IALDRWRSW~YI pH3NE No : 508-393-7907 
40-m 
m, MA 01532 

G.R3umLEPINE 
A!rTN:~WsIuAw 
962 SUIT?3 TAMIAMS TRAIL 
SUITE 203 
EziREm3, FL 34326 

510(k) No: K991964 
FFKJNE NO : 941-366-1882 

DEVXC.X:GRADII.EIDENVTEsT 
SE DECISICN MADE: 21-D&1999 

510(k) SUbNARY AVAiImLE !?FxX FIX 

DEVICE: LATEX EzGMmvIcNmERED~ 
SEJDEcISICNM?!DE: 2C-DEC1999 
510(k) .5mummr 

DEVICE:FiWTSEWcHEsTFxxIMlDREssING 
SE DECISION XADE: 23-DEXZ-1999 
510(k) s.mmm?r 

DEVICE:EIS?HREADED ScraJ FRACNRiFIXRTICN 
SE DECISION MADE: 20-DEC-1999 

510(k) srATmmm 
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GYFusmI~Lm. 
ATIN:DAVID K?iY 
Ftx-uPmRD., ST. -s 
WWF, 

510(k) No: K993749 
FKNE I'D : 440 122 2300100 

GYRusMJiDIczztLTD. 
ATIW:DAVID KAY 

510(k) ND: K994166 
PIDNENO: 440 122 23000100 

FcsiIwtNRD., ST. M.iixums 
CARDIFF, 

HARDYDIXNBI'ICS 510(k) No: K993812 
KRTKIT,HBXLR96K,VIRALTRANSFWTKIT,bfXXZLFt99 K 
,$TIl’I: MEiISSAMl.AYLLB 
3430 WEST Mcxxx I.ANEl 
SAMa MARIA, c24 93455 

FHCNE W-: 805-346-2766 

HARDYDI?GNxrICS 
N'IN:MELJSSAMTRAYLL)R,FW 
1430 WEST McroY LANE 
SAMa MARIA, a 93455 

HARDYDIACNXTICS 
ATIN: MELISSAMm 
1430 WEsr Mo33y LANE 
SAmAMARIA,CA93455 

HAFRYJ. EXXXXIWCD. 
XI'IN:-M-IN 
i227&XX!IHG.$AVE. 

I 

HAFWJ. -03. 
ATM:MIIDF@DMaXDiTIEIN 
7227 lQR3-I H?GlLIN AVE. 
SKcXIE,IL60076 

HEALm&LIFEco.,LlD. 
lvI?lN: SUSAN a-m 
4F-3, NX 351, Cl-WIG SHAM RD. 
sEc.02, a-m2 I%3 CITY 
TAIPEIHSIEN, 

510(k) No: It393993 
PHONE NO : 805-346-2766 

510(k) ER3: K993994 
J?iiCCEp33: 805-346-2766 

510(k) m: K.991492 
l?Km No : 847-679-34uO 

510(k) m: I@93716 
pIcNE rx~ : 847-679-3403 

510(k) m: K990807 
F'KNE I@3 : 886 232 349600 

DEXICE:GYFUSHYtxERXmPIC~PE 
SE DECISION MADE: 03-DEC-1999 
510(k) .SCMARY AVAIIAEW FRX FDA 

DmCE:G!tRIJs B SY~ AXIEOLARR~SECI~S~~PE -E 
SE DBZISICH MRDE: 27-DE&1999 
510(k) SUMMARY AVAIUBLE FRX TBA 

DENIc'E:cvMTRANsFcRIT,~R96,vLRAz,~SpoIIT,~~~9,~~S 

SE: DECISION MADE: 21-DE&1999 
510(k) SlTiTplEN 

DEVICE:HARDYDISKAMTxAcIN3~ 
SE DEXXSICN MADE: 27-DE&1999 
510(k) .STAW 

DEvICE:HARDYDISKAzITNFg3MycIN15M(x; 
SE DFYZISION MADE: 21-D-1999 
510(k) - 

DEiVICZ:LCaNFwITE 
SE DECISION MWE: 02-DE&1999 
510(k) STATEmm 

D~~:PA(;EL35%INBuTEANDPA~lo%IN~~~ 
SE DECISION MADE: 21-DEC1999 
510(k) .TmTBmm 

DEX'IC!E:HL148&HL168 
SE DECISION MADE: 03-DEC-1999 

510(k) Smmmw 

510(k) p93: K993766 DMcE:HELAX-~V5.ORAD~I~THERApy~~~~ 
F?+XZ W : 011 461 85655000 SE DJZCISICN MADE: 08-D-1999 

510(k) SUWARY AVAILWLE FIWl FDA 
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-SE, lIN-2. 
ATINzSIEPHENRASH 
27OOKENTAVFi. 
wEsTL?iFmnm,IN47906 

HERAEUS -, INC. 
ATIN: CHERnvzm 
4315 scemr IAFayE;ITE BLVD. 
Scxrm BEND, IN 46614-2517 

510(k) m: K993330 
FFKNEpR3: 765-463-9540 

510(k) m K993602 
pM3NE No : 219-299-6662 

HERAEUS KULZER, INC. 
ATIN: asmYLvz- 
4315 s. IJwwEmx BLVD. 
s#I!H BEND, IN 46530 

510(k) No: K993932 
pIgw\IE NO : 219-291-0661 

rm&?nT-Pm 03. 
M3503A & w5o4A 
A!lTNzWWRENRWLZERS 
25OOJiWJ.i AVE. 
DFSMXNfCS, IA50321 

I.EmLmT-Prnrn. 
mm 3aiOA 

iiTm:mmwPIcKERIEx;,m. 
2OalJJxx.m~ 
mAL!m,CA94024 

510(k) IQ K992977 

FHSENO: 5X-244-1212 

510(k) M: K993169 

PfDE No : 650-969-6114 

I%wLEzT-PpL3asRI)m 510(k) Nq: K992595 
-ST SElsMwT B, HP VIRJDIA CNS 24/26, REV KWITH 
ATm:ExxlN FJEmL FB3Epx): 703-114-2243 

HXBDICA -(3s a2R.P. 
iwJ!N:- - 
359 L?lsEms EiLvD. 
RUMERFCQ NJ 07070-2584 

510(k) No: K99Oa49 
FiXME NO : 201-9X-4376 

HXMEDICa ot3rEmIcs aEP. 510(k) No: K993402 
XTNtMARY~DILUJN = No : 201-760-8117 
59 l?cx?rE 17 
m, NJ 07401-1677 

)%3wMEDI(a mcs allv. 510(k) NO: K993692 
A!rrN:TERRY tTYzmmm= IT-KNENO: 201-934-4375 
59 Fx-zvTE 17 
-ALE, NJ 07401-1677 

DEVICE: -m sysnat 
SE DECISIm MADE: 30-DE&1999 
510(k) SUMl7GZ AVAUBLE FFXX FDA 

DEVICE:P~-VISI~FILL 
SE DECISION MADE: 15-DEC-1999 
510(k) SmTMEm 

DEmcEzSoLITAIRE2 
SE DECISION MADE: 22-D-1999 
510(k) SIXmmn! 

DEVICX:HlWXITPACmG?DM&TIFm..IoN PZXATRICDEFXB~I@J, t+CDEL 

SE DEWSIGN ME: Ol-D-1999 
510(k) .smTmmm 

DlWIC?Z:MBIFICXx'ICNOF: pHySIOLIxIB;L SIGNALTRANSNITTER~~~ 

SE DEXXSICN WE: 20-DE&1999 
510(k) SXRWW AVAILABLE FFUXEDA 

DE?JICE:HPVIRIDrA azmxam!~3~1ToRING%m, t.CtXLW. KWI?HEJ+.SI 

SEiDEYZISICNMRDE: 0a-DEC-1999 
510(k) SUMGBY AVAILNXE FRX EDA 

DEvIcE:D~I~Iv~I~I~~(A~~~S) 
SEDEcISICNM?iDE: 20-D-1999 
510(k) SUMWRY AWILAEUZ FFxX FDA 

DEXtCE:OFUSSPINALSY~ 
SE DECtSICN MADE: 20-DE&1999 
510(k) .SDbMRY A- Fw3M EDA 

DEVICE:DuRACmINsETPATELLA,25m 
SE DECISICN MADE: 02-DE%1999 
510(k) SuMMAFcl AVAIUEEE Fm.f FDA 
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HYDrnLTD. 
mm: JULIANBm- 

M, m, 

510(k) No: KY83637 DEVICE:AC~IFRESH~OOLENS 
PHONE No : 011 441 252554500SE DECISION MADE: lo-DE&1999 

510(k) SUMNRY AVAILABLE FFCM FDA 

1-S-G. TMHNDLOGIES, IX. 510(k) W: K.993673 
ATIN:- t-%xxRR PiXNE ND : 905 672 2100 
6509AIW0R!TRD. 
MISS1ssAu=A,~0, 

IE!xIsRAeLL?D. 
AT'LlN:ELIMCWBACH 
P-0. Em 6718 
EFRAT, 

510(k) No: K993338 
PIDB NO : 972 299 32768 

TxxxN~IcAc 510(k) W: K993936 
BIOF'SY DEVICE. 5HSIW E%tEASTBIopsYDEVICE 
ATIN:JuLIE ixmEr.L 
a85obw39 
~1aam0,t-a 49083 

lxMmx!rIcs, INC. 
A!rmzvlNuNr.P~ 
3505 SUNSEZAVE. 
ocimw, NJ 07712 

IMPAX-INC. 
-, (AExrJGsT -=I 
A!rm:PAum PFEIFTLE 
455 lwILLIP ST. 
-, -0, 

INDusMEDIcmELm. 
WIN: P.K. REDDY 
144, S.P. RD., BmuMPET 
HYDEFMWANOHRAPRADESH, 

mii!icEL 
4420&m 32NDST. 
PmENIX,AZ85040 

INlWJASNEDEvIcEs,INC. 
zsr?!N:- t.%lmaN 
734 FoREsr ST. 
B, t-w 01752 

EJHXElND: 6X-629-5811 

510(k) No: K992759 
ET.ENEm: 732-918-0770 

510(k) ND: K993532 

l?i-KNE I'D : 519 746 2900 

510(k) W I(993693 
PI-KW ND : 91 40 7760241 

510(k) No: ~394010 
PHONENO: 602-268-4930 

510(k) No: K993975 
PHCNEb9.3: 508460-8229 

DEVICE:SNNFUW0NAvIGATIoNSY~ 
SE DECISION MADE: 21-DEC-1999 
510(k) SDHWV AVAILtWZ FEXX FDA 

DEVICE:INlXWmDDIGI~MEDI~~(IDMR) 
SE DECISION MADE: 29-DEC1999 
510(k) SUbNARY AVAILAEU FRX FDA 

DEVICE: 15b2.t SImm BREAST BIOPSY DEVICE, 10 Wl SITEsELM;T E@EAS?' 

SE DECISION MADE: 27-D-1999 
510(k) ttTW&WY AXULABLE FFXM FDA 

DEVICE:CXXCN~TEsT 
SEDEICISICNMADE: 06-DE%1999 
510(k) .WiTEWm 

SE DECISION MADE: 15-DE&1999 
510(k) SUMWRY AVAIL?CU FRX FDA 

DEVIcE:INVIGRA 
SE DECISION MADE: 29-DE%1999 
510(k) t?mmmm 

DEVICE:lTNV@&mz~ SHAPEL%SERFIBEFt 
SE DECISION MADE: 17-DE&1999 
510(k) s-mtmmm 

DEVICE:ABSoLmE ABsoRBABLevscREw 
sEDEX!ISIoNM?QE: 20-DEc-1999 
510(k) StJbMRY AVAILMU FRCM FDA 
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5,2166,216?t%i%~ 2210 
510(k) PIX): K993808 

Alrm: m& Fu3+-h ' 
2211,2212 2215 2216 2217 2220 

F&EN;, : 9i9-455-3200 
181 - DR. 
33tVINE, CA 926X3-2402 

mm. 
A!mJ:sHERn Ru.PPEL 
1330 PICXMUI DR. 
-, MO 20850-4396 

510(k) No: K991074 
PHONE m : 301-258-5200 

510(k) hx): K993153 
FT?ZNENO: 949-854-6314 

mm. 510(k) IQ K993413 

A!I'lNzFZHAEDAK.WLL 
CNElINvAcmawAY 
P.0. B3x 4028 
EWRIA,M44036 

PXNE W : 440-329-6595 

IFUDEX axP. 
m:BRArJ FuiwKN 
l2l2TERFABEZL?iAW. 
MzxJmuNm, al94043 

510(k) N3: IG92298 
FFKNEND: 650-962-8100 

IWTNEBIcMEDICTiL,INC. 
ATm:xGER !ru 
2146-A MI- DR. 
IRvINE, Ca 92612 

510(k) m: K991878 
lTimll3 ND : 949-851-3053 

IRvINE~IFIcsAtEsm., 
ATINzI+cmRrALJoHNsoN 
2511 DAIMLER ST. 
sA@?rA Am, a 92705 

INC. 510(k) In K991339 
PI-KNENO: 800-437-5706 

JIxaARmAMEfum, INC. 
AlmzPExmPMANcuso 
175 PINEVIEW DR. 
AMHERSr, NY 14228 

IWfCYABICMEDICALa3. 
ATIN:oDLm m 
910 INDUSIRY DR. 
zf%nTZE, WA 98X38-3412 

510(k) M3: K993783 
PHcNE No : 716-691-0010 

510(k) No: K993482 
FF?SlENo: 206-575-8068 

DEVtCE:SYNERGY~ -, mm NUMBERS 2161,2162,2163,21fX,216 

SE DECISIONMADE: 06-DEC-1999 
510(k) - AVAILZ&E FFXMFlIA 

D~~:BWTELSLEGICN%LA URINmYmGENEL1sATEsT 
SE DEcISIcN MADE: 21-D-1999 
510(k) SUWAW AWGLABLE m FDA 

DEVICE: IN~I~~A~E~OOCLA~ER~ 
SE DECISION MADE: 17-D-1999 
510(k) .SUMARY AVAILABLE m !mA 

DEVICE:SW&~~~.IES,~~?~OOOSEWESANDFWERTI(;W~M~PE 

SE DJXXSION MADE: 15-DM3r1999 

510(k) .SUMWX AVAILABW m FDA 

DEVIa: IRIDEW, MXEL AE'EX 800 
SE DECISICN MADE: 09-D-1999 
510(k) SUbWARY AVAIMBLE FFtx FDA 

DEVICEi:LUMA-Wm~EP~ 
SEDEcISICNMADE: lO-DEC-1999 
510(k) SUfMARY A= FFcM MM 

DEVICE: TYlXIDE'S SQWI?Ce\l-IYJIDIFIED 
SEDECISICNMADE: 06-D-1999 
510(k) SUMARY Am Fmd FDA 

DEVICE:TGlyiICFLaw 
SE DECISION MADE: 13-DEC-1999 
510(k) m 

DEVICE?K-ASSAYFIBRlXmN 
SE DECISION MADE: 06-DMT1999 
510(k) tzmmmm 
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KAMIYABICMEDICALOX 
TYl?lN:cc&IN GlsxTf 
910 INDUSTRY DR. 
,tmnTLE, WA 98X38-3412 

510(k) m: K993853 
EENENO: 206-575-8068 

KARLz?Imz --=a, INC.510(k) m: K993539 
ATIN:KEvIN IQewNAN 
600-mm 
ammcITy, CA90230-7600 

KEELERB,m. 
ATlNzEUZEN!XRVANARSDALB 
456 PARWAY 
BRXHALL,PA19008 

KLesNmm L-P. 
AtnN:PXIlUCXJLAMB 
3234 ELLA IANE 
NEMRxTRIcmY,FL34655 

LTeDALMEDIcALA/S 
ATm:MmvE SrEIpJsFT 
mNKEsvILANDsGT.30 
.=A-, 

LT3mmEmmIEs, INC. 

~JpcxsrJBCZNtXW 
510 mm, SUITE 101 
w6T Fws, ID 83854 

UNVA!ECCDRP. 
A!rm:IAuRA SENEEF 
11311 am!Em !zLuD. 
r2wu33, FL 33773-4908 

M-PAcraxP. 
Afrm:AL r3zxEDEKER 
1040cmPARIwAY, 
-,= 

k.PERsK MEDICRL A/s 
ATIN:RICHARDAHAMER 
64OlMEBEViSwEsT 
K.RT tUUS3, 'IX 76132 

F'IXPi&ND : 310410-2769 

510(k) No: K992954 
FI-KME ND : 800-523-5620 

510(k) m: K980760 
PHCNE hx) : 813-376-4154 

510(k) m: K993668 
Fixm No : 47 515 11700 

510(k) No: K993096 

FFmE ND : 208-457-9409 

510(k) m: K993339 
PHCNE r-a3 : 727-392-6464 

510(k) No: 1~993883 
Fi-KNFa No : 785-542-2920 

510(k) No: x990110 
FFENENO: 817-294-3644 

DEVICE:K-ASSAYMULTI-ANAT.tYIE~~ 
SE DEZISICN WE: 27-DEC-1999 
510(k) c+?mmmv 

DETJICE:DCIEMxxsoilpE 
SE DECISION MADE: 15-D-1999 
510(k) SCNMARY AVAILABLF: FXM FDA 

DEVI~:KEXLERCRYO~QS?!~~&P~BES 
SE DECISION MADE: 21-DEc1999 
510(k) sfrNm@m 

DEVIC!!&KGWG@XNf.!&W~ 
SE DECISICN MADE: 21-D-1999 
510(k) SUMMW AVAIIABLE FXTM FDA 

DEvIcE:~~~I~uNIT,(4ooo)~~78~20 
SEDECISICNMADE: 20-D-1999 
510(k) SUMARY AVAILABLE F&X EDA 

DWCC!E:PFUSNmK -AlXlESSCWYmTHELImB~ 

SEDECISICNMADE: 2sDEC-1999 
510(k) fTmmxmr 

DEVICE: -WI?H-ER 
SEDMJISICINMADE: XI-D-1999 
510(k) SUbWARY AVAILAXE FIMM FDA 

DEVICE:&PAcr ozRNE&LI~~ 
SEDECISI~MADE: 21-DEc1999 
510(k) SUMWiRY AVAIUBLE FXM FDA 

DEVICE:DIWEQ;K.m?mIm ELzkzFaEs, mEL 4110, 4140 
SEDECISICNMADE: 06-D-1999 
510(k) SUMMRY AVAIMBW FKNFDA 
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MAEFsKMED1CALA/s 
ATIWRICHAPDAHAMER 
6401-WEST 
EOFzT WCREI, TX 76132 

510(k) No: K990111 
PHONENO: 817-294-3644 

MwcRSKMED1mA/s 
ATIW:RIClBRDAHlWER 
64OlMERlXWSWEST 
FOFCC iKX?lX, TX 76132 

510(k) W: K990112 
EFmE No : 817-294-3644 

MAERsKMED1cALA/s 
4539, 4540, AND 4560 

510(k) No: K990113 

AlTNzRICHAFDAH?!MER FSNE No : 817-294-3644 
64OlMEADUBWEST 
FORI' F;x%oTH, TX 76132 

MrmsKmI~A/s 
A!lTIN:RICX?!FDAHAMER 
64OlMENXWWST 
RXJ! bKR!I'H, TX 76132 

510(k) m: K990115 
lWtYXEN0: 817-294-3644 

MQJEfI'IC RIBNWCE QUIPMENT W@.510(k) No: K983250 

!fiEEG.EMMILD l.cRlxKs PENEND: 5X-243-3500 
6WMHlNXNAvE. 
RAY tsI-ExE, NY 11706 

- INC., LBBEL-ITAFSHEI51O(k) No: ~984088 
ATINBRlJXEZD~ HENE m : 8cn-347-9730 
2111 EfAST C RD. 
P.O. Bax 156305 
cm, CM 45215-6305 

MMQmITEmI~SY~,m. 
ATIN:M?i?uA vITuGFouss 

510(k) No: ~993008 
EFOENO: 800-851-6525 

2OOHAFmYsovIHTRmmNmwY. 
SuIm 220 
ANNAKXIIS, Mu 21401 

mm, INC. 
ATm:PAuLLSAmm 
13010 SAN - m. 
.!sYIMm, a91342 

510(k) ND: K993572 
x%-mENo : 818-367-2472 

hn!msoLurI~,~ 
A?t"mJ:WNDELDEANRE.NNEX 

510(k) No: K993530 
E'ENE Nl : 410-997-9578 

5975 GALES LANE 
cmUMEXA, PD 21045 

DEVICE: DISlXXAKLEMX;~ ELEXXKDES, MDEXS 4520, 4535, 4570 
SE DECISION MADE: 06-DEC-1999 
510(k) +SUW@Y AVAIUBLE J?RB FDA 

DEVICE: DISKXAE&E EcGl4cxaTMuNG ELM;TII(=DES, txx.ms 4060, 4610 
SEDECISICNMADE: 06-DMlc1999 
510(k) SOMmRY AVA.IWXE FFW FDA 

DEVICE: DISPOGAE3LEECGm -Es, mm 4500,4530, 4533, 

SE DECISICN MADE: 06-DE%1999 
510(k) SUMMU AVAZARLE F'FW FDA 

DEVICE: DISFCGABLE:mW 
SE DECISICN MADE: 06-DEG1999 

ELEcmxoEs, mELs, 4420, 4440 

510(k) tXWARY AVAIBEXE FfMM FDA 

DJ!WICE:IIW~SIVEBLI~~DPFFSWRE (IEP) J.TINcTI~N,~~L~~~OMJLTI~~ 

SE DECISICN WDE: 12-D-1999 
510(k) SUmARY AVAILAKN FRX m)A 

DEXCCE:OI?~TSI!ARMRINJXXURSYS'IEM 
SEi DECISION MADE: 06-D-1999 

510(k) S&MARY AVAIUW.E FRX BDA 

DWCCE:QJAIQITA~F.Z~~TINELSY~ 
SEDECISICNWE: 06-D-1999 

510(k) SUMbWtY AVAILABLE FRX FDA 

DEWIcE:czERADIuMVNoN-=WSmCW 
SEDEcISICNM7QE: 13-DE%1999 
510(k) t?XNBmm 

DEWICZ: SYSTE?.l2100 
SF, DEISICN MADE: 15-DE%1999 
510(k) SUNWRY AVAIIJBU FRX FDA 
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MAxxIMm1m 
A!ITN:EDDIE MMFGZ 
1445 FLxrcmmKRD. 
IxlmnJs, TX 75751 

510(k) m: K990173 
F'I3SE No : 903-675-9321 

MEDFSCNICS, Ire. 510(k) No: K991441 
A!ITNzWlZrJPMEMCKAY !?ina No : 801-944-9977 
9712 S. ALW'MlVJTDRIvE 
SANDY,UT84092 

MEDIC% m DEWLGWIG LABslO ND: K992943 
A!rIN:LINDAMuFxN FiXNENO: 510-357-3952 
14477 -ST. 
SAN LETANDm, CA 94577 

MEz)I?ACK - MEDICAL PACKAGING ?@G. 510(k) m: K993764 
ATl%zbXRMANFEXl.TUN FKBENO: 301-519-1098 
91090XENHA"DRIVE 
F'mrXAC,MD20854 

WIS MEDICAL INWII'G SYSEXS, B.V5lO(k) NJ: K993761 
ATIWDUGLMFCR? 
109 DANlmRYm 
RnxmTEm,cro6877 

MEZRXDIRGNXlTCS,INC. 
A!rI!N:MIa 'NRANcw( 
1238-m. 
BuRL;llr3v"IoN, NC 27215 

l4EzKMx-IESLLC 
lYrm:m hlAKEs 
1777 clQUXU3 AVENUE 
WEST ST. PAUL, MN 55118-4031 

-0oRp. 
ATI'NzDCNNAACfWXRD 
201 W DRTVE 
SANCA l?wBARA, CA 93111 

MERlDIANDIiWNXZICS,INC. 
ATlWDAVIDHWILLIS 
3471 RIVER H.IIJ.S DR. 
cm, CM 45244 

%ZiT.CRDENlT+LUSAOX?P. 
ATIWKENNETMAPUINEY 
255 JCHN L. D= BLVD. 
IKRIH m, MA 02761 

PHXiE'pIx3: 203-438-5588 

510(k) NJ: K992111 
Ff33E ND : 336-226-6311 

510(k) No: I(993226 
F'Kl'lEm: 651-450-7400 

510(k) No: K993308 
Pi-DE N3 : 80!5-879-6304 

510(k) m: K993914 
PI-ENEm: 513-271-3700 

510(k) m: K993474 
IJFXXEND: 5W695-8143 

DEVICE:PA!lXFINDERIIANGIcQlApHICCWHETER 
SE DECISION MADE: 21-DEC-1999 
510(k) SUMGFtY AVAILABLE FRZM FDA 

DEVICE:~ADE~~~PPL~UL~'~~~~DSYSYSJ~EM 
SE DECISICN MADE: 28-DEc-1999 
510(k) SUMARY AVAlIJ&E FIX% FDA 

DEVICE:VITENHANcDi 
SE DECISICN ME: lo-DEC-1999 
510(k) ZXJNWtY AVAILM%E FTW FDA 

DEUICE:MEDIPACKS~-~F~TXHSEAL srERILIzATIm Fouui 
SE DECISION MRDE: 16-DEC-1999 
510(k) SUJWW A- J?RX FDA 

DEVICZCZWDI~ -SYSTEM-VIEW 
SE DECISION MADE: 28-DEG1999 
510(k) ftXRM+W AVXLAE%E Fm.% FDA 

DEVICEi:WRDIC.C-IIOPIA!J!ES2ooO 
SE DECISICN WE: 16-D-1999 
510(k) STATmEW 

DE?JIC'E:MEMXXHtJRXGY~, I-EXE, 101 -0oo - 006 
SE DECISION MADE: lO-DEG1999 
510(k) ,%M@FtY AVAIMBLE FTUX FDA 

DEVICE:METTIcR EvAc7mE~INALpEssARIEs 
SE DECISION MADE: 13-DEC-1999 
510(k) SUMWRY AVAIIABW FIicM FDA 

DEVIC!E:PREMIERT~XINSA&B,MXXL~~~O~~ 
SE DEYZISION MADE: lO-DEC-1999 
510(k) SUMMARY AVAILABm FRX FDA 

DEVICE: DELTApAt, 
SEDEXZISIONMRDE: 
510(k) fTmmm?r 

ALIRY No. 5161 
02-DE%1999 
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METATJXDENt7&UsAClXP. 
FIITN:KENNETHAEWINEY 
255 JOHN L. DI!ZlXX BLVD. 
IvORI'H -, MA 02761 

MFXAIGRDEXWALUSAUXP. 
ATIN:KENNI'IHANlNEY 
255 JOHN L. DIE!ISCW EWD. 
P-0. B3X 255 
NofiTH -, MA 02761 

MEXX0RDEMaLUSAocwp. 
ATI'N:KENNEXHAPUINEX 
255 JCMN L. DlXISCH EtLVD. 
P.0. EDX 255 
im m, MA 02761 

MEmlXX?DENlXUSACXX?P. 
ATIN:mAPtTMEY 
255 XMN L. DIETSCX BLVD. 
P.0. BOX 255 
iKRl3-i -, MA 02761 

~DENALUSACCRP. 
~KWNEXXAPUINEY 
255 JWN L. DlXtX.X BLVD. 
P.O. eoX 255 
IKEUH -, MA 02761 

MEmmMEDIcALraJ~P/L 
AYJXW: R.H. HX'KINS 
57 -AVE. 
c74RRu4 Dcms, VICIORIA, 

MITEKW 
ATIW:PALILAAFNLGER 
60 - DR. 
wE?mam,m02090 

MITEKpI7L3Mx=Ts 
AtI'IW:PAUIAEE!ULGER 
60 GLACIER DR. 
wEtxsam,~02090 

MITEKpRaMlcTs 
ATIN:PAULAEBULGER 
60 (IXXIER DR. 
wEsTwxm,MA02090 

510(k) m: K993475 
PFDNE iW3 : 508-695-8143 

510(k) m: K993505 
J?I?%E ND : -695-8143 

510(k) 1uD: 16393506 
PKNENO: 50%695-8143 

510(k) No: K993507 
FKNEiU3: 508-695-8143 

510(k) m: K993508 
Pi-KNE I'D : 508-695-8143 

510(k) m: K993821 
PI-KNE NJ : 03 977 51234 

510(k) MB: K993261 
PHJNE No : 781-251-2746 

510(k) m: K993327 
FTXllEIm: 781-251-2746 

510(k) IW: K993575 
?3%3E I'D : 781-251-2746 

DEVICE: AtJR.DFL.UID M, ALLOY ND. 5315 
SE DFsCISION MADE: 09-DEB1999 
510(k) sI?nm@m 

DEX'ICE: V-DELTA SPECIAL, W lW. 5154 
sEDEcISICNM?!DE: 08-D-1999 

510(k) .s!MmEm 

DEVIcE:PXALINX4,ATz,L0YNo.5440 
SE DEXXSICN MADE: O&DE&1999 

510(k) ~'mmm?r 

DEVICE: V-SUPFWaD, ALLOY No. 5024 
sEDEX!ISIcNMADE: 06-D-1999 

510(k) sIWmm?T 

DEWICZ: V-S&m PLUS, ALI,cX M& 5025 
SEDECISICNBQDE: 06-DEG1999 

510(k) !nXCEmm 

DEWI~:WCIWWRZ4~?HERApyUNIT 
SE DECISION MADE: 09-DE&1999 
510(k) srxm@nr 

DEVICX:TAlmANCXRSNAP-PAK 
SE DEXXSICN MADE: 02-D-1999 
510(k) SUMAR!f AVMIABLE FIUX FDA 

DJWICX:?XT.CNAt+ZK.RSN?G'-PAX 
SE DECISICN MADE: 16-DE%1999 
510(k) .SWNiWY AVAILXEE FXM FDA 

DEXICE:RESOLWXQUIcXJWC#X 
SE DECISICXQ MADE: 29-DEC-1999 
510(k) ZXBNARY AVAILWLE EXM FDA 

OMAN-2ooo 
Page 20 
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CK KIT, HYDRXEL ISGCK 15/30 KIT 
510(k) ND: K992148 

A!lTN:BoREK JANIK FSSlEiD: 734-475-2441 
13805iQxmFmo~ 
-, MI 48118 

MFUDEVICESCXXP. 510(k) pJ3: I@93776 
A!lTN:T!rrnms - PIlcNENo: 414-524-1402 
N8 W22520 JDHNSCSJ DR., UNIT K 
JWNS3l DR., mRpoRATE CENIER 
m, WI 53186 

MRIDEVICESCCRP. 510(k) No: K993819 
ATIN:- m PHONENO : 414-524-1402 
N8 W22520 tJCX%Di DR., UNIT K 
- DR., ozmaATEm 
wAuKE%A, WI 53186 

NATImADvANcED ENXSKPY DEVICE510(k) No: K991656 
ATIN:GAYlXMBUI'LER PI-DEW: 310446-4600 
10801rwrI~HLvD., #co3 
IosAtxaLEs, cA9cD64 

NATICNALADWWXDE5W3600PY DEVICE5lO(k) I0 K993688 
A!EJN:GA!fLElMBUIUR FldE-m :310-4464600 
10!301N?m~BLvD.. #603 
Los-,c!Ad 

NATIclN?El-- DEVICE5lO(k) No: K.993689 
iWIN:GAYIEMBUI!UR PHcmNo:310-446-4600 
10801NwI~HLM., #603 
Los-, CA90064 

NEmAvEMED1cmm 
znTN:FT2mKr - 
1538I3A..F!L7xE 
ALLEN, TX 75002 

510(k) No: K993130 
PHONE 153 : 972-39&5400 

NEmNTExmEDLTD. 
ATmtKmNimiPALMER 
15825 SBADYGFGJEFtXD 
SUITE 130 
W,MD20850-4008 

510(k) No: I693643 
lT?mE No : 301-548-0508 

NEXMED, m. 
A!im:Jzx33N BLAIN 
42-160 STATE ST., SUITE B 
PAT.M DESERT, CA 92211 

510(k) No: x991882 
FVONE No : 760-77943250 

DEVICE:HYDRxEI&mn ISO-CKKIT,HYDR?GLISXXKIT,HYDRPGEL7ISO- 

SE DECISION MADE: 29-DM;1999 
510(k) smmmr.r 

DEVICE:OE!C-3OO~ARRAYaXL 
SE DECISION MADE: 03-DEC-1999 

510(k) smTm@xc 

DEXtCE:QwH-3OOwRISTARRAYCmL 
SE DECISICN MADE: 03-DE%1999 

510(k) .9mTmm! 

DEVICX:AED~PE 
SE DECISION MADE: 02-DEC1999 
510(k) .%xlmmV 

DEVICX:AEDLAPARzsax% 
SE DEXZSICN WE: 06-DEC-1999 
510(k) S'mmmm 

DEXRX:AEDcYsXXnPE 
SEDEXXSICNMADE: 15-DEC-1999 
510(k) S'QiW 

DEVICFi:ULTRA-GARMmr~E 
SE DECISICN MADE: 17-DEJC-1999 
510(k) SUWWY AVAIUBLE m FDA 

DEVICE:NEXSYSRW~ PATIEw&sxIm~ELNM100 
SE DECISION MADE: 28-DEC-1999 

510(k) SUMGRY AVAILABU FFXX FDA 

DEVICE:NEaU!x~KNEEsY~ 
SE DECISICN MADE: 08-DEC-1999 
510(k) .FDNARY AVAIUBLE Fw3M FDA 
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NICZ-K)LSINSTITUI'ED~ICS 510(k) No: K992188 
CR B, MXEL 62-7028 
AT~~JAMESARYBSKI Pixm No : 949-240-526-o 
33051 C%LW AVIAWR 
SAN JUAN C?Q'ISIRANO, ca 92675 

NII-mSEmTSusoKKIo3.,Lm. 510(k) No: K993890 
ATINsROBEFQ?DWAXH7M FlKNEm: 757-365-0978 
222 imNsTrIul!E ST. 
SMImm, VA 23430 

i@cYasooRp. 510(k) ND: K993359 
A!!zIN:wILLIAM0cHI~ IJIavE im : 724-934-8200 
2591wExFoRDB?maRD., #400 
,!jlWlCKLEY, PA 15143 

WNABIoMEDIC7iLo3Rp. 510(k) No: K993104 
cxs,LEmrs1AND2,m -‘ticaLIm 
ATm:PAuLwMAcIxmAm PHONENO: 781-894-0800 
2OOPFoSmST. 
WALM, MA 02254-9141 

cx!?zMEDIcmSYSTmS,INc. 510(k) ND: K9936.87 
ATm:TEDLPARwr E33lE No : 801-5364694 
384wRIGm BFUYBES DR. 
sALTLAKECIT'f,~~~6 

clLscNmDIcALSALES,xNc. 510(k) ND: K993062 
ATIN:GARRYAagllITINEY TGJkKm m : 410-392-7231 
2101 aylxmmz LANE 
SimERsr,wO8873 

a.NmRDER -IEs, INC. 510(k) ND: K990416 
m:MARK FAUCI PHONENO: 51-6499 
25EAsTlcIxIPRD. 
l!imNY BEax, NY 11790-3550 

a!HI~csMEOIcaL~IES 510(k) m: K293445 
ATIN:DEBBIE IMPIEZ'W FHJNE KO : 508-435-9893 
7TIFFZWiTRAIL 
E%Imaam, MA 01748 

(xlNIsoNIcSmI~~m 510(k) NJ: K993628 
ATIN:DEBBIE IMPIJiZ'm FHCWNO: 508-435-9893 
7TIFFANYTRAIL 
m, MA 01748 

DEVIcE:NICliCESADV?NIWE~ so= TRANSFERRIN REam 

SE DECISION MADE: Of%D-1999 
510(k) SUM&W AD m FDA 

DEVICEi: DIGITAL BLLXX) PmSSmEMxIlm,MxELDS-181 
SE DECISION MADE: Ol-D-1999 
510(k) SUMM?nY AWQLABLE FMN FDA 

DEVICE:RAWJR TIu2xmm~sYsTEM 
SE DECISION MADE: 21-DEC1999 
510(k) SUMAFtY AWILABLE FE4Z.M FDA 

DEVICE:STATPROFILEipHoX~ ANALY!LER, KJVA--- 

SE DECISICN MADE: 02-DEC-1999 
510(k) STATmmr 

DEVICE:URWIEW2800 
SE DECISICN MADE: 2l-DEC-1999 
510(k) SUMMARY AVAIUBU FElcM FDA 

DEVICE:cHEsTDRAIN7%ETUBING 
SE DECISION MADE: lO-D-1999 
510(k) S'UWJRY AVAIUBLE FElcplI FDA 

DEVI(IE:CNNI~ERBIOSCANSYSDQ.l 
SE DECISION MADE: 23-D-1999 
510(k) SUMM?'H AVAIMBLE FNZM FDA 

DlWICE:C@NIscNICENDoscoPICDEFLMTII3R 
SE DECISICN MADE: Of%D-1999 
510(k) SUtWiRY AVAZABLE m FDA 

D~CE:CMNIscINIcSUL TRASCNICFT33BES 
SE DECISICN MADE: 15-DFZ-1999 
510(k) .SUMWY AWILABLE FRZM FDA 
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Gx7xJ.m -as, INC. 
ArlTN: SHIELA RTQmMAN 
37OOHAvExcr. 
MENLoPAFuc,cA94025 

cEuiTEc -as, INC. 
znTN:- BRENNAN 
37OOHAvENcr. 
MmLoPARK,ca94025 

-TEKNIKAo3Rp. 
ATI'NtREiEWCRAFUVAS 
1oOAKZQAVE. 
DURHAM, NC! 27712 

oEANmTEKNIKAc.mP. 
ATIWREBECXRARIVAS 
1OOAKZOAvE. 
DURHAM, NC 27712 

-TEKNIKAm. 
mmAFtIVAS 
1OOAKZOAvE. 
DUFtHAM, NC 27712 

mCaZDmCS,INC. 
lNMUNX)~CPFfXUXSFREET3 
ATIN:nAm 
100 INDIGOCREEKDRIVE 
m, NY 1462&5101 

-, L.L.C. 
ArrIN: DAvIDwscIxxRF 
2ooGFmmYuINE 
SuImc100 
P!LEsam HILL, CA 94523-3389 

OSBORN-, INC. 
ATIN:GILEEFZPEBXJRKIII 
149OlwEsT llTIHi?xREEr 
cKATFIE,Ks 66062 
, 
PALLaBP. 
ATIrJ:msBERMAN 
22OOrmmERNBzvD. 
E?sr HILIS, NY 11548 

510(k) m: K993854 
FBXEW: 650-369-9904 

510(k) m: K993967 
EHINEiW: 650-369-9904 

510(k) No: K993421 
pr-KzNE rm : 919-620-2288 

510(k) NJ: K993423 
F%-mE No : 919-620-2288 

510(k) No: K993576 
PHONE No : 919-62&2288 

510(k) m: I@94145 
CMJE?XQCRS 
FENEND: 7X-453-4110 

510(k) ND: K993926 
F?-KNE No : 925-356-2640 

510(k) No: K99Of399 
Ft-ENE PKI : 913-390-7146 

510(k) No: K993379 
FFIZNENO: 516-484-5400 

DEVICE:OFtA-50 SAUIUDZMP- SPINEiSYSTEHANDACCESSORIES 
SE DECISICN MADE: 06-DE&1999 
510(k) SUMMARY AlGULWLE FR34 FDA 

DlWICX:cwATM:SP~ INmAD1m- mEL 92m2 
SE DECISION MADE: 17-DEtC-1999 
510(k) !XlMMAW AVAILAEU FRX FDA 

DEVIC5:EWT/ALEFtTSN 
SEDECISICNMADE: 14-D-1999 
510(k) tSUWARY AVAZXiLE FRX FDA 

DEVIC?Z:WX/AImTSA 
SE DECISION WE: 15-DE-1999 
510(k) SUMARY AVAIIAEW FRX FDA 

DEVICX:E?ACT/AUWMPPFmESSBDTTLF, 
SE DECISICN MADE: 14-DEiC-1999 
510(k) SUMWWY AVAlMETZ FFXM FDA 

DEVIC!E:VITFXiS --cm FREET3FW!GEMTPACK,~TR= 

SE DEXZISICN b!ADE: 22-DEc1999 
510(k) fWlWARY AVAX?BIZ FRm FDA 

DEVICE:cMNwcwLo3NNEcroR 
SE DMJISICH MADE: 17-DE-1999 

510(k) SUM&WY AVAILABLE FF0f FDA 

DEVICE:HENXHEK-AlCsAMpLEcoLLM;TIcNKIT 
SE DECISION WE: 21-DE1999 
510(k) SUMB!t AVAILMU FRN FDA 

DFXIC.E:PALLSUF~AEFFILTER 
SE DECISICN MADE: 16-DE%1999 
510(k) S'mnmmr 
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PAMITEXINDUSTRIESSDNEU-ID 
ATIm clxLh@s, WITH F!FcnEIN 
ATIN: SAID AwAtG 
2 l/2 KEES, JALAN RRsAH 
-,NpGERIsEMBrLAN 
DARUL KHUSUS, 

PAEuxxmvIsIcNs?cxmcm 
A!l!IWb?ILLIWE~ 
947 E?SS IMPATAAVE. 
MESA, AZ 85204 

PAlwnJvIsI(3eTc?icmKm 
FIIW:WlXLIAMEMEYERS 
947E?ST IMf?ALAAVE. 
MESA, AZ 85204 

PAScALMEmcxAB 
A!lTN:JEFlT@XRSID~ 
7307BDRIVE 
MlmExuLIS, MN 55435 

gADra RDii6#l12-113 

A!l?INzCY!RLAKNXYVI 
9265 AfZmXTY RD., #112-113 
SAN DIEGO, CA 92126 

~AAIWI 
9265 JYCTM!m RD., #112-113 
SAN DIEGO, Ca 92126 

ATIN:CARZIAmIM 
9265 AtX'IVITY RD., #112-113 
SANDIEGQ, CA92326 

Ff-nM?iTEcn 
ATIN:CT1RZ,AICNX.~ 
9265 ACMVITY RD., #112-113 
SAN DIM;O, CA 92126 

510(k) No: KG93621 
aBrmtn~INGcLAIM11ooMIc 

FKNENO: 606 621 3122 

510(k) ND: K993486 
FKXVENO: 4SO-507-7606 

510(k) No: K993487 
FFKNENO: 480-507-7606 

510(k) No: K991562 
PfKlNEIE: 612-835-4018 

510(k) No: K994093 
ETKINENO: 858-635-584-O 

510(k) No: K.994219 
PHXEND: 619-635-5840 

510(k) m: K994220 
PJXNJZNO: 619-635-5840 

510(k) No: K994233 
pH=NE NJ : 858-635-5840 

510(k) W: K994234 
PHcNEm: 858-635-5840 

DEVICIQHEJAL'IH-E'WS,sANITM,~, BLuEF53FAwmERED~~ 

SE DECISION MADE: 29-D-1999 

510(k) .sm!mmm 

DEVI~:PAR?KXXLmJScARRm? 
SE DECISICN MADE: 22-D-1999 
510(k) SUbMARY AVAILAEW F'XM FDA 

DEVIG%PARKXX~SVIAL 
SE DECISION MADE: 22-D-1999 
510(k) .SUWARY AVAIIAEU FXH FDA 

DEVICE:PASC?&MEDI~AEiMENImT2O 
SE DECISION MADE: 28-D%1999 
510(k) SUMMU! AvAILABLe F'KM FDA 

DEVICE: AT Fx%IK DRUG TEST, KXXX, 9145-25C; l+CDEtL, 9177-25.c 
SEDEXXSICNM?iDE:16-DFG1999 
510(k) CZWMARY AWUIABLE m m 

DEVICE:ATKZ4EDRLGTESF,MxlEL9073 
SEZDEXISI~MADE: 30-D-1999 
510(k) SUbMARY AVAILMLE FFXB FDA 

DEVICE:ATHXEDRLGl'ESF,XxXL9078 
SE DEXXSICN MADE: 30-DEC-1999 
510(k) SUN&WY AVAlUELE ??KX FDA 

DEVICX:ATFKNED~TEST,KWL9068 
SE DECISION MADE: 30-DJiC-1999 
510(k) SUbNARY AVAIIAEU FKN FDA 

DEvICE:ATHcplEDRIx;TEsT,M(3DEL9083 
SE DECCSICN FADE: 30-DEiC-1999 
510(k) SUMARY AVAILABLE F'Kt-f FDA 
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iitt?i%AM(;eJGIWI 
510(k) No: K994236 
F‘XmNO:858-635-5840 

DEVIcE:Xl'HXEtDRm'msr,mEL9133 

9265 ACI'MTY RD., #112-113 
SE DECISION MADE: 30-DEC-1999 

SAN DIEGO, Ca 92126 
510(k) SUbZARY AVAIL%&E FEMM FDA 

I‘ I 510(k) hlD: K.994237 
ATM:CARLAM3NGICNI FTENEND: 858-635-5840 
9265 ACTIVITY RD., #112-113 
SAN DIEGO, CA 92126 

pHARMAcIA&uP~co. 510(k) E1D: K993388 
F55, F56, F57, F58, F59, Fbo, F61, F205, F213, F218, F 

iTTN:KARENEX?U'IS PHoNEm: 614-794-3324 
5094Sl'.ANDREWiDRIVE 
R,CH43082 

PHILIPS MEDIcAt SYSI'JNT tWU.W AMER5lO(k) No: K990329 
ATTN:PEIER ALi2mN FXNE No : 203-926-7031 
710 m AVENLTE 
P-0. KX 860 
SBELm,crO64845917 

lWILIPS MEDIcaT, SY= m AMERslO(k) Wi K993227 
ATR?:F%3!ER AIDMAN F?=Km No : 203-926-7031 
710 m AVE. 
SHELm, cro6484 

KxlNrE mc, INC. 510(k) Ex): K993590 
XIT'WWILLIAMF~~JR. PKNE ND : 313-383-7220 
1025 JCHN A. PAPATJ!S DR. 
LINlllLNPARK,MI 48146 

FTDLYMmnsYm, INC. 510(k) No: K983860 
m:m ETalIGHT l%ZXB NJ : 317-870-5610 
7736 !ZI= EMAD 
IiwmS, IN 46268 

FJRRms ax?P. 
?fJm:JIM NoFFsm 
7235 cXNE?AL 
Iv4s&ScITY,m64114 

510(k) ND: K994045 
PHONE ND : 816-523-7491 

PRn4ustxEFtIL1zERa3.,INc. 510(k) No: K991575 
ATm:JEFF REED PHONEEK): 402-344-4200 
117 SCX?Ei 25'JX SC. 
CMAHA, NE 68131 

DEVICE:ZYl'HCNEDRlXTEST,hTXXL9063 
SE DECISION MADE: 30-DEYZ-1999 
510(k) SUNARY AUULABLE FF&N FDA 

DEXIC.E:ALLEXEN IMEluNDocAp l4lXLC5, C6, C73, E201, E213, F50, F51,F54 

SE DECISION WE: Ol-DEC-1999 
510(k) .SUtWW AVAILABLE FRXf FDA 

DEVICE: PBILIPSEAsyvISIoN~~ 
SE DECISION WE: 07-DEC-1999 

510(k) SUMWiRY AVAIIABLE: = EDA 

DEVICE:FHILIPSINNRISDI~~ER 
SE DECISION t&DE: 21-D-1999 
510(k) SUhWFU AVAIUBLE FIUX EDA 

DEVICX:VRE?GEm sFT,~BRA!roR,AND~sET 
SE DECISI(TJ b!ADE: 21-DEC-1999 
510(k) .!xmmmm 

DEVICE:KIMBICH~NEX? KTESTSTFUPS, CXt'# BSA610 
SE DECISICN WE: 27-DEC-1999 
510(k) zmimxmr 

D~~:~SLIQuID~I~FoR~/~CLFvE3LlAND~2 
SE DECISICN b!?iDE: 21-DE&1999 
510(k) iYmImmm 

DEVI~:PRIMUSSTEAMSTERILIzERs 
SE DECISION MADE: 03-DEZ-1999 
510(k) .SUMWRY AVAZABLE FRX FDA 



SUEMIlTEf?ADDFcESSLISTIKFoR~RH~~Y~ (a) 510(K) m CR 510(K) - 06-JAN-2ooO 
FWt FTNAL DEKXSICNS FtENDEREXl DUFZK !tHE PEZRICD Ol-D-1999 ?HwswI=H 31-DEZ-1999 Page 26 

-, INC. 
A!m?zlxxxFHL~ 
3062 HUDSCN ST. 
FRANKLIN, IN 46131 

510(k) No: I(993435 
Pi-KNEIKJ: 317-736-0128 

l7JLPDm CSP. 
A!t'INzKENNEXHJBERK 
80 clAKLmD ST. 
IQYENKW, MA 02471-0780 

510(k) No: I@93683 
PI-EN3 Ml : 617-926-6666 

~ccwp.YOBHD~ 
510(k) No: K993271 

RlTN:- wm E%iki?% : 605 527 7228 
B-20, JArAN KIIpsJ= 2, 
JELANpANGLIGHrINwsII.EsrATE 
I=, -, 

QJANIlmLTD. 
A?rm:w=BIN H.ELlxN 
9418 LASAINE AVE 
Nc1KIHRIDGE, CA 91325 

510(k) No: K990258 
FKNETNO: 818-709-5646 

RADIANCY, LTD. 
iwIN:-SKAHAN 
555 13lM STREET NW 
vDc2ooo4 

510(k) m: x992482 
Pf-KNE No : 202-637-5794 

RADIatKs,xNc. 
ATIN:NANcY MpaxMILD 
22 TERRYAVE. 
BtJmmmx,MAo1803 

510(k) m: IT393594 
Pi-EM Ex) : 781-272-1233 

REHABILImm 'IKHKUGIES DIVISI5lO(k) No: K993443 
AT%?: RI-M- H3%IE No : 973-575-0650 
1275 BICUSEDA- 
F7xmFmD,NJ07004 

FUWARDWXFMEDICX~ C510(k) No: K993103 
30 DGRElZS;ENWGa3PES,l@!NDIAMiTER,5ODEGREES 

ATmzFbxERrLcasARA ZTXXTFINO: 847-913-1113 
353 OoRpaRATE wmx PIWY. 
VERKNHILLS,IL60061 

FtlTAMEmcALSY~ 510(k) No: I@93944 
CH,MAINCAEiLE,DISPERXVEELECTKDE 
ATIN:ERIN DIGNAWM?G!UNE mER):650-390-8500 
967 iKKIX sH=AELINE BLVD. 
mm, CA94043 

DEVICE:M?NlALBI)NEM?iRIKNBIOFSYDEVICEi 
SE DECISION MADE: 06-D=1999 
510(k) SUMMARY AVAILABW ??KN FDA 

DEVICE:PULFDEMI'UN&D~ 
SE DEXXSICN MADE: 13-D-1999 
510(k) SUMMARY Am F'KN EDA 

DEVKE:Q&IlYLWEXxmDmEXMEDICXL~WI'I%~~~ 

SE DECISION XADE: 02-DEG1999 

510(k) tfxmmmc 

DFXIC&:Q.WIKH~B-Ho3RssAy 
SE DECISION MADE: 21-DE%1999 
510(k) SUbWARY AD = FDA 

D!ZVICE:DEZLIcXFIIBAIRREMX% ,sxSTEM(?HE "DELIGHTSYSEW') 
SE DEZISICN MADE: 27-DEC-1999 
510(k) SUMMARY AVAILABW FRX FDA 

DEVICX:cxNFWMX~VRl 
SBDECISICNMAlX:15-DEcl999 
510(k) SUbWARY AD FlUl FDA 

DEVIC!EZ:RTDAlWASSI~~ICD~CE 
SE DECISION MADE: 17-DEXZ-1999 
510(k) .SUMl?W AVAILABU F'KM FDA 

DEVICFzENDCX0PES,1~D~ ODEGREFS; ENDOSQ3PES,lMDn 

SEDECISIceJMADF,: lo-D-1999 
510(k) SWWtRY AVAILABW ERZM FDA 

DMCE:FU'I!AKXXL1500 ~Im~mosRD,mT 

SE DEKXSICN MADE: 02-DEK!-1999 
510(k) SXJtMWY AVAILABW ?TRX FDA 
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ECW DIV. OF %SJBWEK-. 
ATTN:AVIA TMrJEy 
1629 PRIME CT., SUITE 300 
GT?iNDO,n32809 

FGCWDIV.OF EaBmTEKcTwIp. 
ATIN:AVIA '!JZWY 
1629 PRIME CT., SUITE 300 
ORZANDO,FL32809 

mDIXI@XT Its axP. 
A!MN:LuANN a.Hs 
9115 HWUE RD. 
INDIANAPOLIS, IN 46250-0457 

XG-l!XDI.?GWT IcsaxP. 
ATm:MIKE FLIS 
9115 BXUE FUXD 
P.O. Box 50457 
INDIANAEOLIS, IN 46250-0457 

510(k) No: K993829 
PIDENO: 800-42&5074 

lKu-EwsYm, INC. 
Al7m:AT.m v 
1080 U.S. HI= 202 
SCPWVILZE, NJ 0887G3711 

510(k) No: K974503 
Fi-KNEEx): 

RIkssmx mTL.LTD. 510(k) PJD: IQ93432 

ATm:MI~ !tEH 
2F. hx3. 8, ALTXY 20 lANE 106 
ciEccIoN3,NANKAE\x;RcmD 
TAIPEI, 

PHXE m : 011 886 27835584 SE DECISION MADE: 20-D-1999 

FKlssmx mrL.LTD. 

ATIN:MIaiAELl YEW 
2F. NO. 8, ALLEY 20 LANE 106 
sMTTIoN3,M1Nf<ANGfgylD 
TAIPEI, 

RUEKH IivrL. 
ATM:JULIEABEAUMXT 
TALLPINESPARK 
JiV'EW, NH03452 

510(k) No: K990308 
PHONENO: 407-855-5104 

510(k) m: K990390 
pHoNENo: 407-855-5104 

510(k) No: K993048 
PI-KNENO: 317-576-7399 

DEVICE:RX7iPHEiPARINIVFLUSHSYRIbGE,1OOU/ML, 
SEDECISICNMADE: lo-DEC-1999 
510(k) SIlATEMENT 

DEVICE:HEE'ARINIVFLUSBSYRINGE, 
SEDECISICNMADE: lO-D-1999 

10 u/ML \ 

510(k) sTmmmfr 

DEVIC'E:WXHEDI?m#xcI~ INFLUEsrZAA/BRAPIDTEST 
SEDEXXSICNMADE: 20-D-1999 
510(k) .!SUWDY AVAXXiLE m FDA 

DEVICE:ACXXJ-CHEXSIMPLICITYSY~ 
SE DEcISIm M&DE: 09-D-1999 

510(k) SUWAR!i AVAZABLE FlXN FDA 

DEVICE: FuXHJZAMPLIC~RCT/NGTESTFORNEI~~ERIA~ 
SE DEXXSICN MADE: Ol-DEC-1999 
510(k) ZxlHARY AVAILXXE FXM m 

510(k) Smnmmr 

510(k) NJ: K993542 DEVI~:ROSSM+XAIJlnmTICWRI~~ m IDCXIR, IKDEL V46 

m NO : 011 8% 278384 SE DEXXSICN MADE: 29-D-1999 

510(k) znxmmw 

510(k) m: K993063 DEVICE: RUSU-I BRILLmrsIL1ooNEF13LFI 
FHX?ZIQ: 603-532-7706 SE DECISION MADE: 09-DG1999 

510(k) ZXlbNW A- FFuX FDA 

SCHENNIG EIWDPRISES ExJRXE SRL 510(k) No: K993651 
ATIN: GEKIFGE O'NEIL FiKNElNo: 
25 S-MN 5TrRm.C 
FLORE?SPARK 
WESrERN AUSTRALIA, 

DEVICE:o'mxL zsTEKLEFIEu)mmm- 
SE DECISION MADE: 23-D-1999 

510(k) zTIWmmm 
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i?t!Fz%wq 
2170 WDYMlRD ST. 
AUSTIN, TX 78744-1832 

510(k) NC): I@92939 
PHJNENO: 5l2-445-5100 

SERpxlARE- 
ATm:RusIY - 
2170 WXKM+RD ST. 
AUSTIN, TX 78744-1832 

510(k) ND: K993631 
PENEiD: 512-445-5100 

siGK%Al CHAMPI@i PLASTIC mUCXS5lO(k) ND: K994036 
A!rImJANNAPTucmR FTa4E.m : 775-342-2612 
198 AVE. DE LAD' ENEBALD 
SPARKS, NV 89434-9550 

sm CrRP. 

m:ALIcIA - 
186vKmAvE.. sxm 
ISELIN, NJ 08b30 

sBmImSYm,INc. 
A??.mJ:m - 
186 WXD AVENUE .%UIH 
ImLIN,NJoeJ33O 

SICMiDlXXBTIC!S,INC. 
A!lTN:WILLIN4RGILBEXI' 
545W3lXEWlXAvE. 
ST. raJIs, m 63103 

SIGMADjBZNBMCS,INC. 
ATIN:WIXIAMRGILE@XT 
545 SOUM EWING AVE. 
s'I?. LIXTIS, M3 63103 

sMIlI-I6(-,INc. 
-1 

ATlN:JANFT -QiEEN 
1450 E. BwI%<s IMW) 
MEMPHIS, 'IN 38116 

l5IlElx&-, Ix. 
PSCREWSYSTEM 
AlTN:JANEr JcHNsmGREEN 
1450 E. ENXKS KBD 
MEMPHIS, M 38116 

510(k) No: K993947 

FKNEm: 732-321-3243 

510(k) m: K993731 
F%CWEm: 732-321-4625 

510(k) NJ: K992711 
IZ-KNE XI : 314-286-6693 

510(k) NJ: K9327l.2 
lJKNEN0: 314-286-7835 

510(k) ND: K993106 

PHCNE m : 901-399-5153 

510(k) No: K993289 

PiXlNENo: 901-399-5153 

DEVICE:c$ALITIIoL TXMNXBWPLUS~,~~,~AND~ 
SE DECISICN MADE: 09-D-1999 
510(k) SITLTEMEnrr 

DEVICE:@ALsITRDL'IUMXMARKER(J=GJrwJL, LEvErslAND 
SE DECISION MADE: 09-DE&1999 
510(k) sm'mm?r 

DEVICE:PRE-K%iDEREDVINYLEXAMGKWE,NCNSTEFULE 
SE DEXXSICN MADE: 20-DEC-1999 
510(k) s?Qsmmw 

DEWICJZ:KM3RDIN7N!ANGIoGRApHI CANDOFERATING~~ELX-RAY-F 

SE DECISION MADE: 21-DEC-1999 
510(k) SUW%RY AvAILABLe FRi% FDA 

DEVIcE:soNA?T).GRADlXWS/'MMWICN.SYMfXNSY~ 
SE DECISICN MADE: 23-DE%1999 
510(k) tX.NARY AVAILXKE FKM FDA 

DEVIC.E: SIGMD mxx!rIcsAtFxIN~,HXXLSAO969,A1094 
SEDEXISICNMhDE: 06-D%1999 
510(k) .WM!ARY An FFKM J!DA 

D?ZVICE: SIGMAD -u4xxTIcs ALEXIN Ls, KmLs Al219, Al334 
SEDEXXSIoklMADE: 06-DE&1999 
510(k) SUtWiRY AKXLABLE FKN FDA 

SE DM=ISI@l MADE: 09-DEc1999 
510(k) SUMNiRY AVAILBLE FKM FDA 

DEVIC!hsMI'IH&& cxzwRFsIONHIPmSYm --HI 

SE DECISION MADE: 20-DFK!-1999 
510(k) SUM@&' AVAILXEB FKM FDA 
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scorn SYm 
ATlB:DANIELEWClZW 
110 M. DU FCNL' DU B 
-, 

scDEMsYsTEMs 
AT-IN: DANIEL B2lo2mo 
110, c-i. Du Fcwr-Dus 
GENE?JA,SWITZEK?UD, 

EXMABLLJE, INC. 
AtTiN: JWNMMI~ 
P.O. Em 1447 
1025 EtF0AD .!XREET 
ArxxJm,GA30903 

i3cmBLuE, INC. 
lYl?lW: JCHNMMITCHELZ, 
P.O. Box 1447 
1025 ER@tD .SlREET 
AUGUSTA,GA~03 

SCNXITE,INC. 
ATIN:MICHXLAHZlMAN 
19807 Nxll-x cmm EmY., #200 
FKxmEm, WA 98011-8214 

mJNDt?xJFm~ -IEsLT-c 
A!lm:-wcm 
1300~I.~maXJKCNXIf3#203 
LAFIAYFITE,CD~OO~~ 

sPmMFJ31caL,INc. 
ATIN:raNcY GERTIAR 
P.O. Em 97013 
REctaJD, vn 98073-9713 

sP-I,Lzc. 
ATIN:PAMEL?i SNYDER 
1815 W AVE. 
zczmmTm, EN55082 

510(k) W: IT394175 
PHONE N3 : 41 227 949696 

510(k) No: K993851 
PIDJENO: 412 279 49696 

510(k) No: K993142 
PFDEND: 706-821-3600 

DEVICEi:SCDEN -DRIVE 
SE DECISION MADE: 27-DEXJ-1999 
510(k) SUtMWY Am FRB FDA 

DEiVICEi:ELITEiCU~ 
SE DECISICN WE: 27-DEC-1999 

510(k) S!rRmmm 

510(k) NO: K993143 DEVICE:vImLeITYSYsTEm 
FTDNEm: 706-821-3600 SE DECISION MADE: 27-DEYJ-1999 

510(k) SrwBma! 

510(k) No: K994096 
E-KNEim: 425-951-1297 

510(k) ND: X993868 
pH3IEi Iw : 303-926-8608 

DEVlCE:sajoHEATirW JKHXARDIoGwlpHySY~ 
SE DECISICN MADE: 20-D-1999 
510(k) SUtM?W Am FRX FDA 

DEVICR'IHE ~DISSECMCNSY!iTI'EN 
SE DBXSICN WiDE: 21-DE%1999 
510(k) SUWAUY AVAILXGE Fw3M FDA 

510(k) ND: K981655 
PHCBIENJ: 425-882-3700 

DEVICX:SPm MEDICXDIZBXAEXE SF02 SENSOR 
SE DECISICN M4DE: 03-DEC-1999 
510(k) SuElMARy AVAILAEW FIXM FDA 

510(k) m: K990959 
PHONE NC) : 651-351-1011 

DEVICE:K-CXtiTRUM~~SPINALFIXA!I'IONSY~ 
SE DEXXSICN MADE: 27-DE&1999 
510(k) SUZMiW AVAILABLE FRX FDA 

SRI JcmNI SDN. E?m. 510(k) ND: K993454 
LABELUAIM- 5OMI~aRLEss) 
ATm:LIM~ AIK F&-NE Ia : 603 961 I.211 
.uT &'I? 7178, BAIAUXG WV, 

SE DECISION MADE: 03-DEC1999 

510(k) S!tRmma 
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sRIJcHANIsDN.BHD. 
MIaoRLEss1 
Alrm:LIMLEE AIK- 
LOT PIT 7178. - N/V. 
SERId 

, . 

-, 

S?!JUARBIOSYSTEXS,INc. 
ATIN:tJcm BREWER 
9075 -RD. 
cTJLUlBIA, MD 21046 

- IiaxJsTFuEs, INC. 
m:DAvIDw- 
2OOcaEmPYIANE 
SUITEGloO 
pI&Exam HILL, CA 94523 

STLINIL., INC. 
ATm:FcGERC~ 
10004162M)ST.m.ms~ 
-, WA 98375 

A!rm:MARY t 
49 PLAIN t5xmEr 
lKREl-, MA 02760 

STRYKER-. 
ATIN:NIoc&E !?ErIY 
4100EAsTMIIHAMAVENJEi 
-, MI 49001-6197 

-- 
R, STRYKER T4 CHAlZXR MXXJLE 
Afrm:- vEL?QJEz 
41OOEASTMILHAMAVEi. 
KA?Lmum,MI49001 

bsuLmR~Ics, INC. 
A!T'lNzEIlWIRDENEWION 
13OoEssTANDEmmLN. 
AUSTIN, TX 78752 

SULZER~ICA 
ATIN:MI'M-lEXLADBORITY 
99ooSEWX'RUMDRIVE 
AUSi'IN, TX 78717 

510(k) No: I(993457 

PFKYENO: 603 961 1211 

510(k) No: K992587 
PHCNENO: 410-381-8550 

510(k) No: K992384 
FBZlENO: 925-356-2640 

510(k) No: K991835 
FT-KNEENO: 253-840-5252 

510(k) Wz K992635 
FWXENo:508-643-0434 

510(k) No: K991706 
FT-KNENO: 800-253-3210 

510(k) ND: K994053 

FKNFINO: 6X-323-7700 

510(k) No: K993288 
E%XFIND: 512-435-3407 

510(k) No: K993569 
PIENEW: 512-432-9900 

DEX'ICX:pcIGJDERFREE~ EixwmATIcer~(pRoTEINLABEL~) [50 

SE DECISICN MADE: 02-DE-1999 

510(k) - 

DEvI~:EpsTE~-~vIxuS~YANTI~(EBv-EA)IGGI~~~~ 
SE DEKXSICN MADE: 22-DEG1999 
510(k) SUNMRY AVAIMBLE FKM FDA 

DJWICE:CPAF@'o8APINmmCE 
SE DECISICN WE: Ol-DFC-1999 

510(k) SUMMhRY AVAIMBLE FKM FDA 

DEVICE:I-lA%upSIbmm'ALIG.N 
SEDECISI~MADE: 20-D%1999 
510(k) SUMMMY AMILABLE FKW FDA 

DEVIC.X:~KDULEIDDD 
SE DECISION MADE: 20-D-1999 
510(k) SUbMARY AVAIUBLE FF0-l FDA 

DEVICE:~CW soa 
SE DECISION HADE: 07-D-1999 
510(k) SU&W@Y AVAIL?WZ FF-0.l FDA 

DEiVIC9?,:STRYKERT4powERPACK, SlWKERT4EIGHl'SIWXX'I~ a%Q%X 

SE DEKXSICN MADE: 20-DEG1999 
510(k) slxmmn! 

DEVICZSULZER CARKMEDIC+S CWUXOFIXF'EFUiCWlXUM 
SE DECISION MADE: 29-DE&1999 
510(k) SlMlARY AvAIlABLE FK%f FDA 

DEVICE:APRMEfmSUL~INSERI' 
SE DECISION MADE: Ol-DE&1999 
510(k) StlWARY AVAIUBLZ FRX FDA 



SUFNITIERADDRESSLIzXUCFc%IcIlRH~~Y m (SE) 510(K) W OR 510(K) m 06-xX4+2000 
F0R FINAL DECXXNS RENDERED WRING THEi F'ENCXI Ol-DEC-1999 'IWCCGB 31-DEC-1999 Page 31 

bsuLzFz~Ics, INC. 
ATIN:tQIWELLADHSRITY 
9900 - DR. 
AUSTIN, TX 78717 

510(k) m: K993043 
FH%\IE No : 512-432-9900 

-1Ca 
ATIN:EEIQWICN 

510(k) 10 IWO503 
F'XNE No : 512-435-3407 

1300EASTAND~LANE 
AUSTIN, 'IX 78752 

SUNBICM'XCXL~, INC. 510(k) I.0 K993485 
RKTNATIm OF cxxzilm, cANNABINDIDs, l4IsmmE, MEIHAMPE 
ATRJ:m SUN I3K;%rlE No : 856-401-1080 
604vFR- 
1001LcmRIANDmRD. 
BiLNmcm,NJO8012 

SURE* SYm, INC. 
A!rm:G?m! ctl9xmT 
310 BAFm BF+IDms BLVD. 
-, a90744 

510(k) NJ: K992626 
FB%-XEl ND : 310-522-0150 

txlxx~mVI~IcN -IES, 510(k) m: K992927 
MIWANWLtIQJEDE5?XJEL l3sxE m : 303-439-9709 
530 oI34EQa ST. 
BKxsmEm,0380020 

--. 
AIrIN: itzEwaH TAY 
542oFELTLRD. 
ms, MN 55343 

510(k) ND: x993072 
FHCNE No : 612-939-2942 

!3YNox-w, INC. 
ATIN:= GlILKPE 

510(k) No: K992008 
PHONEpJ3: 303-279-1914 

1313 WMHINXW AVENUE 
GcmEN,o38a4O1 

- tuw 
ATiN:- GILBEEP 
1303 msHEN PKWY. 
WEST (ZHESER, PA 19380 

510(k) m: F993314 
RSCRIE NO : 610-647-9700 

- (=I 
XMN:JONA!WW GiLEIEKF 
P.O. mx 0548 
169ORUSSELLRCm 
PXLI, PA 19301 

510(k) No: K994187 
HK;NE NO : 610-647-9700 

DEXXE:ME-3OJ!l?NxW~ 
SE DECISICN MADE: 02-DEC-1999 
510(k) t%tWiRY AVAIUBLE FlX@l FDA 

DEVICEi:SULZERVASUWEKGELsoFT~~IS 
SEDECISICNMADE: W-DE%1999 
510(k) SUbWARY AVAIUBLE FICM EDA 

DEVICE:VI~~VDRUGSOFABUSEDI~PPANEL~QUALI~IVED~ 

SE DECISICN MADE: 27-DEX!-1999 

510(k) CiWMW!i AViCM3LE FRX EDA 

DEVXCE:SURE-WZREUSAE!XsSHARPSooMTlINER 
SE DECISION MADE: 16-DE&1999 
510(k) s?Ixmmm 

DEvIcE:s3!E?K-ON--PLATFORM 
SE DECISION MADE: 29-DEC-1999 
510(k) SWMARY AVAIUBTX ?%TX FDA 

DMCE:~MUL!M~I~ 
SE DEXXSICXJ MADE: lo-DEc1999 

-E (SW+-9630) 

510(k) SUMARY AVAILABLE FXN FDA 

DEXWE:F%mWsmD,mELBT-l25-1 
SE DECISION MADE: 23-DEC-1999 
510(k) ~ATJNN! 

DJXtCE:syNIHEsLIGHTGuTDE 
SEDEXXSICNMADE: 06-DEG1999 
510(k) m AVAILXXE FF0-l FDA 

DEYICE:.SYNHES~FIXSY~ 
SE DECISICN MADE: 21-DEC-1999 

510(k) SUNMARY AVAILABLE F.FCN FDA 



SUENITI'ERADDRESSLISTII%~~RH~~ (SW 510(K) 
FQ7FINALDECISICNSFEblDEREDDURINZ'IHEPERICQ Ol-Dm-1999 
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SYVA CD. 
vEL4,LEvE.L5 
ATm:PAuLLFcGERS 
3403 YERBABUENARD. 

510(k) ND: K993755 

FlaQ?J m : 408-239-2309 

P.O. Box 49013 
SAN JOSE, cn 95161-9013 

TEcl-mB, INC. 
ATlN:DAVlDMLYERLY 

510(k) ND: I694101 

1861 PRNTDR., S!IE. 1030 
FKtB ND : 800-832-4522 

BUC%%U&VA24060-6364 

TEIrBmD SYSTEMS, INC. 510(k) ND: K992390 
~~~6o~cNALUJP,HlJTBIOPSYFCNJZ'S~ 
AtITN: JWNAcWWES 
19 BRIGHAMST., UNIT1 

F=W3KJ: 508-481-6718 

B, MA 01752 

TELEMEO SYsrEus, INC. 510(k) ND: K992402 
NMX~~~CMX~~~NTIPTAPER-~CPIM~V~TI%WIRE,~.~FRENCH 
FCNJCHNACHAVES 
l9BRI=ST.,UNITl 
-, MA 01752 

PHONE ND : 568-481-6718 

TExAsm,m* 
ATIN:C%RQLESWGILL 
I.2524 FM 3226 
TYLER, TX 75707 

~MEDIc'ALSfNBHD 
ATIN: T.S. FWN 
mr.5091, JALANTERATAI, Err 5, 
oFFJLNMERu 
KLANG, .SELNXR D-E., 

?HEBINDII\x;SITE,LTD. 
-JAYHGELLlZR 
EAsrtl-cmR,suITEm 
2425 WEST OLYMPIC i!+mumm 
SAMama, CA90404 

'IHE BINDINGSITE, LTD. 
ATINzJAYHGELLER 
E?sl!TltzwER,suITE600 
2425 WEST OUMeIc BouLEvARD 
SANIlAma, a90404 

DEVICE: ~.OFRENC%~X~~X~~~TIPTAPER-~CE+~CUITINGWIRE, 5.0FRE 

SE DECISICN MADE: 22-DMT1999 
510(k) fZN.mmn 

510(k) No: K991465 
PHONE N3 : 903-566-6-696 

DEVICE:DRUZS-mP 
SE DECISICN MADE: lo-DEC-1999 
510(k) ciZAmmm 

510(k) fro: K993562 
E%!KxdENo : 603 392 7880 

DEVICZ:KmERFREELATM STERILESUFCCtCALGUNES 
SE DECISION MADE: 29-DEC-1999 

510(k) SINmmr 

510(k) No: K981783 
FTxmE m : 310-449-1399 

DEVIC!E:C?l MlxmEmANT1muM 
SE DECISICN MADE: 20-D-1999 

510(k) W 

510(k) No: K981784 DEVICE: IGM MlxmExHANTIsEIiuM 
PHONE No : 310-449-1399 SE DECISICN MADE: 21-DEc1999 

DEVICE:EMITCW~m LFVEL 0, LEVEL 1, LEVEL 2, LEVEL 3, m 

SE DECISICN MADE: 21-DE-1999 

510(k) SUNARY AVAIU%?U FEMMFDA 

DEVICZE. HI-a11 
SE DECISICN MADE: 21-DM;1999 
510(k) SUN?iRY AVAILUZE Fixx FDA 

DEVICE:HoTBIOPSYFGRCEPS~ 230 CM CWAL CUP, HOT BIOPSY FC 

SE DECISION WE: 22-D-1999 
510(k) m 

510(k) ZZiTmmr 
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THEBINDINGSZTE, LTD. 
Al'INzJAYHGEXLER 
EAsT?TlwER,suITE600 
2425 WEST OLYMPIC Rzwmm?~ 
%!izwnM%TIcT\, a90404 

THEBINDINGSITE, LTD. 
TICN 
A!l'INzJAYHGEX.LER 
EAsrm,suITE600 
2425 FaEsT clf,!M'rc Bzwrmvm 
sAr?IlAmcA, cn90404 

!l'HEBINDII'ZSITE, LID. 
ATIWJAYHGEXLER 
E?wr!3xmER,suITEm 
2425 WEST OLYMPIC lXxLm~m 
t5AmAKlNIcA,cA90404 

!IFiEBINDINGSITE, LTD. 
ATINzJXHGELLER 
EAsrlm?m,suIm600 
2425 WEST OLYME'IC Bztxmmm 
szwl7irn~, c!h90404 

TFlEBINDINGSITE,L'ID. 
A!IlNzJiWHGELLER 
ExxrcluaEl,suME600 
2425 WEST OLYMPIC Bcmmm~ 
SPNrAMckJIm, a90404 

TNEDlWRSIFIEDC3ZME'~ 
AllN:RICHARDAHAMER 
6401MEXlCNSFlEsTDFUVE 
FOKT lKX%IH, TX 76132 

!mE - CD. 
ATm:LAIrNDA l&lFumz 
F?EsmmlR PL. 1601 TFvum.0 RD. 
WALm, MA 02154 

-cT%Ip. 
GH?NDPmACXXSXW 
A!llX:GERALD -,MpH,MBA 
6-m 
XNMXtHJCT.,WO8852 

510(k) NO: K981785 
lTIcw3 Ia3 : 3X3-449-1399 

510(k) F?Z): K981915 

EHaa No : 310449-1399 

510(k) N3: K982100 
FFENEm: 3X-449-1399 

510(k) No: K9936l.2 
ptp3NE r43 : 310-449-1399 

510(k) ND: I@93727 
Fl-rxEm: 310-449-1399 

510(k) No: I@32074 
R-EXE Ex) : 817-294-3644 

510(k) No: K993862 
FsmzIm:8clwM&8168 

510(k) IW: K993209 

FT-mEm : 732-329-1787 

DEVICE:C4MININEpH 
~DDECISIONMADE: 2O%i?%it 

510(k) SZRm4mr 

DEVICE:TUFtBIDIMEXIUC/~CHUMAN~~~~ 

SE DECISICH MADE: 20-DE&1997 

510(k) STAT3mm 

DEVICZ: IGGAND Icxi SUBCLA%mCD r.zumsr1cTEsTKITs 
SEDECISIONMADE: 2C!-DEr-1999 

510(k) W 

DEVICE:BlNOAmm ANI'I-TISSUETRAN~ IGAEIA 
SE DECISION MADE: 21-D-1999 

510(k) z?A!m@m 

DEXI(X:BmDAm%iz ANM-DSMAEIAKIT 
SE DECISICN MADE: 21-D-1999 

510(k) rXWf%mr 

DEVICE:MpM -ma 
SEDECISICPJMADE: 23-DEC-1999 
510(k) SXIWARY AVAnABLE FR% FDA 

DEVICE:M%IUSS&XM~ALSPLIT&'~!~E 
SE DECISION M&DE: 29-D=1999 
510(k) SUMWW AVAILWLE FRXFDA 

D~~:~~I~~~ND:ypC~wI'IwOpTIoNALBEAM-sHRINKIN 

SE DECISICN MADE: 23-DIX-1999 
510(k) SU?WiW AVAILWLE FXN FDA 
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mi?GLmEsDN. BHD. 
ATIN: T.S. FWP? 
IIn 4968 JAIAN ‘JXM!EU,BA!IU6 
OFFJALAN MERU, 41050 K!xm 
.!ZUW3%, D.E., 

mPGmvEsDN. Em. 
m:- LIM 
La? 4968 JATAN TEIu431AL,Bp=Iu6 
OFFJAIAN MEFm, 41050 Kuws 
-, D.E., 

TOP GILWE SDN. FED. 
AT?%N:- LIM 
41050 KLAN+,- 
-=, 

lc6HIBAAMERIcAMEDICALSY~ 
ATI'N:DIANATRXX@J 
2441MIcXdEUE DRIVE 
PO!xx2068 
'l.VSEN, CA 92781-2068 

'IRINITYBIUlIEUi,PLC 
XC!lXzERIKABAMMIMlT 
575 !ixmuNN axJKr 
Im ALW, c?i 94022 

clNlm!mLID. 
Al!m:LaJIsE - 
PRIcmBuSINESSPARx 
--, 

UNIPAnILID. 
ATm:LcuIsE IuxEKrs 
FmcRYBuSINfsSPARK 
mm, 

tlNITEDPA[;?FICco., L!fD. 
, CXXC, CXJlD, CXQA, UJ2B 
A!rlN:DANIELYE HUA 
219 sx?IH RAYXftDAVE. 
-, CA91801 

UNIm- --, 
X.I'Rt:DEW SEXXEST 
5976 HEISELY RXD 
MENIOR, a-I44060 

510(k) m: K993452 
Ff-mE No : 603 392 1992 

510(k) No: K993605 
lT-Km?l No : 603 392 12918410 

510(k) W: K9936fQ 
Fl-mE m : 603 392 1992 

, 1510(k) No: K992992 
FFmENcl : 714-730-5000 

510(k) m: K.991697 
pH3NE I%3 : 650-949-2768 

510(k) m K993333 
PKNE PIX) : 441 234 835564 

510(k) m: ~993703 
pH3NE N3 : 441 234 835564 

510(k) X)z K993123 

lTiCNE No : 626-458-8518 

INC5lO(k) No: K984168 
FT-mE ID : 4404394494 

DEVICE:~FcGDEFmIATM -mm 
SEDECISIoNMWE: 2O-DE%1999 

510(k) SIRTmEw 

DEVICE:PEPF'ERGREENMINT!XWEmDLA!R% Eixmmu?1mc;uxTEs 
SE DECISION i?ADE: 20-DEC-1999 

510(k) Slmm@wr 

DEVICE:SYNi.%WICIcMEDI~ ExAMnmIcNPcx4DER~~ 
SE DECISION MADE: 13-D-1999 
510(k) c?A'mmn 

DEVICX: AU?nQTIC R-GGEREGI~I'RATI~NSC~T~~E,~ELNSFU-O~OA 
SE DECISICN WE: 03-D&1999 

510(k) SUbWARY AVAWiBLE FRX FDA 

DEVICE:UNI-QXDH.PYURI 
SE DECISICN MADE: 21-D-1999 
510(k) tXMMARY Am FiuX ETIA 

DEX'ICZ:cXEAWUNEASYII)33ME~TEsT 
SE DEZISICN M&DE: 16-D-1999 
510(k) ~ZWTWEW 

DEVICE:cZMVIEMEAsy~~TEST 
SE DECISION M&DE: 02-DEG1999 
510(k) .smrmme 

DEVICE:QK-WlDEE?ANDS~ ?HERApEvTICAPPrnS, mm axA, am 

SE DECISICN WE: 17-D-1999 
510(k) smt%mtw 

DEVICE:B?WETl"S~~~DEvIcE 
SE DECISICN WE: 07-DE&1999 
510(k) SUMWtY AVAIIABU FRZM FDA 
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WIVEXXTYOFUZX0 
AtITN:CHRISTINAMLAXlIE 

510(k) No: K993381 
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DEvICE:'IUGUES%BILIZEf?DEXICE 
SE DECISION ZQDE: 21-DE%1999 

199FIRETWiERDRIVEi 
P.O. Em 5111 
D, NY 14151-5111 

D, INC. 
ATM:-GKAMKE 
164MIDDLESExmm 
E3mmxxx,m01803 

VIDAR SYm OaRp. 
617 
ATlX~"PENNIEYDlXNKARD 
460 SFRINPARKPL. 
HEBNDCN, VA 20170 

m cl-maw, USA, INC. 
ATIN:m M?LLuRY 
16OOEZLJNXBRD. 
RI-, VA 23237 

Kl3?iRSAFEM?EAYSIASDN. BHD. 
m:uAuDE ozJl3m! 
Lur1,LEBMHI~INsA!Iu, 
IuzxaH~srPAITs IND. AREA 
-KLApJc, -, D.E., 

WZARSAFEMATAYSIASDN. BHD. 

lt!rm:rnE CcllTET 
IIJTl,LEKXHISHAMUDDIN~, 
I9zmxKTANGsTRAsTs IND. AREA 
--, +%UWXR, D.E., 

wExxuc6uREsY~ 
ERCLIF'S,bKDELt 544240 
ATTN: BRIAN youIG 
CNE WKX DR. 

R%%E'No : 716-695-6251 

510(k) No: K992368 
FT3353 ND : 781-221-2266 

510(k) m: x993597 

: 703-471-7070 

510(k) No: K993468 
F'EWE N3 : 800-992-9256 

510(k) Wt K992676 
FHC#E No : 03 376 3525 

510(k) N3: K992681 

ET-l-X@ pi0 : 03 376 3525 

510(k) No: 1693157 

PHCNE PJD : 919-3614041 

F@Z=MUlTJUAWXEpAHK,NC27709 

wEsIm~ccwp. 

&%F- 

510(k) No: K993935 
~~W(=II.OBJA)SFWEFU~(HYD~~DPI 

PHONE M : 847-294-3306 
333 EWI! KNARD AVE. 
DES PIAINES, IL 60018 

510(k) S'mmmrr 

DEX'ICE:LEMiIWE~~ 
SEiDEcISIchlKADE: G9-DEC-1999 
510(k) .s'Bmm~ 

DEVICE:PUL, TELEFQDF'W, &SJDEL 12714/12715, VXR-I.2 FLUS, MJXL 8619/g 

SJ!J DECISION MADE: 15-DEZ-1999 
510(k) SWMRY AVAILAEU FfilEI FDA 

DEVICE:NAKOLTYPEGOTTEST 
SE DECISION MADE: 16-DEG1999 
510(k) i%MARY AVAIIAEU FRN FDA 

DEVICE:PN'IENTLxrEX FixAmmTIoN"~-~"myMER~GLwEs 
SE DEXXSICN MADE: 16-DEG.1999 

510(k) .STXWEW 

DEVICE:~?~~~T~ITE~E)(AMINATI~NGL~NE~ERED&~ER~,~ 

SE DEI2ISIC.N MADE: X-DE&1999 

510(k) ~YMWEW 

DEVICE:~~~--G~~M~~~MERCLIPS,K~~EL 544220, HER-O-UXMLX FOLYM 

SE DECISICN MADE: 17-DEC-1999 
510(k) iY@HWY AVAIUBTB FRB FDA 

DEVICY:DUR%xx?r 3W(FUfW'ILUZNA)Ol?CIFITl0RIC (HYDF0WILIC)UXCA 

SE DEcISIoN MADE: 21-DE%1999 
=0(k) SUMMARY AVAIIXUZ FfMyr FDA 

,_-_ . ,” -._.. .-.-- 
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-wLIc 
AT-m:- IiosE 
325 NCREi tNt'iiR STREET 
EvYlwIA, IL 60510 

WINDYHILL T?EmKmz, INC. 
ATIX: AFGETLABSOI'IO 
1010 HriMlxm amm! 
MENID axRT, CA 94025 

bCUDSlDEBIc%lEtX~,INC. 
Alm:cTmxJLPArITmxN 
18140 SXXCESI(;NAt DRIVE 
SAN DIEGO, Ca 92127 

wmcxrMEmmL TECHNCBIXY, INC. 
A!rm: LYNNE rm 
5677 AIRLINE RD. 
ARL~,m38CQ2 

510(k) No: K993969 
P!-mEm :630-406-8680 

510(k) ND: K993342 
PB3E N3 : 650-566-2330 

510(k) ND: K983907 
EJKNEPX): 

510(k) No: IQ93371 
HscNE~::l-867-4620 

WFesPEcmTY~ SDN. BHD. 510(k) No: K993214 
(IlVlZW~5O~~ORIESS) 
ATM:axsooKANz 
LMU, JL.2,m pEswmmu 

FHiE NJ : 603 846 2055 

EMDAiXB?U?IJ~SLAKTINXI 
-DAuRLm, SEPm, 

ml?-TY- SDN. l3-D. 
Alm:mrsm KI4a 

510(k) No: It993215 
&TCNE N3 : 603 846 2055 

Lurll, JL.2,rG!msAN PERUSAHAAN 
BANDARBARUSINSTIMXiI 
-mm, SEPW, 

iGuEsmcm1(33L,INc. 
ATlTN: E!REXDA S. D. DAVIS 

510(k) NJ: K993962 
pHcME~:334-4C%O200 

5600cimmRcEBL~.,ERsT 
M=BrI& AI, 36619-0037 

XaaD, mc. 
ATINzM?iRMNDSAFGENT 

510(k) NJ: K.993112 
PHONE No : 904-279-7586 

6743 EBUIHFOm DR. WRIX 
W, FL 32216 

xcMm, INC. 
AlXN:M?mXNDSARGEMT 
6743 SOVIHPOINT DR. NCSQH 
W, FL 32216 

510(k) No: x993655 
FFKNE No : 904-279-7586 

DETICX:SAw'ms~w6E +YlmuLESALmmPI~~mIoN 
SEDEcISIONM?!DE: 30-DE&1999 
510(k) SUM?W AVAImBLE J?FGl FDA 

DE~ICE:DWZREPBREA~TASPIR~X,~EL~~ 
SE DECISION MADE: 23-DE%1999 
510(k) .SUMARY AVAIUCXZ ??HH FDA 

DEVICE:FUXIEFBAM) NsrDEVIc?E~EtsWE2,WB-6,WE?-R 
SEDIZCISICNMADE: 0%DEC-1999 
510(k) sI59TpIENT 

DEVICZ:SADDIsSmF'EDPATELUi 
SEDECISICNMADE: 20-DEC!-1999 
510(k) 5'WMARY AVAILJWX F'ECM FDA 

DEVICE:DEXMCRI PFcMDm-FREE~~Im~~ (-IN c 

SE DECISION IQDE: 02-DEC-1999 

510(k) .TXMGRY Am FIX&f ?nA 

DEVIC!Ei:DEFWGRI PFrxmRmLATMmImwm 
SE DECISION MADE: 02-D&1999 

510(k) .sUM%RY AVAIUUXE FXM FDA 

DEVICJZ:PENSIL!tWtMi,MpELW6100 
SE DEXXSICN FADE: 21-DE%1999 
510(k) eTWXm?T 

DEVICE:XCMEDFitWRFSY~ 
SE DEZCISION MADE: 0%DEG1999 
510(k) .SUMARY AVAIME%E FTX% FDA 

DEVICE:MICXC-m m1m INSIR-, VAFumIs 
SE DECISICN MADE: 21-D-1999 
510(k) SUMWGY AVAILABLE EFf.N ?!DA 
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Y-cLIPAssocIATEs 
ATIN:- Yu 
116 DEFENSE HI(X-b?AY 
ANN?mLIS, m 21401 

510(k) No: K993424 
Fl3zNEM: 

DEVICE: THElRJEYCf,IP, ?HEmxoYCLIP, 'IHELAPAlWSaJPICY CUP 
SE DECISICN Z@DE: 23-D-1999 
510(k) .sATmmr 
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!KYmG SlO(k)s TKls mm 320 
TCIITILWITHIH 219 
lm!ALlwlrmm~ 101 


